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P-ROGCGEEDI-NGS
8:33 a.m
DEPUTY DI RECTOR M CROHAN: Good nor ni ng.
| f everybody could take their seats, we wll get our

coupl e of days together started.

M/ nane is John McCrohan and |'m the Deputy Director
of the Ofice of Conmmunication, Education and
Radiation Prograns at the Center for Devices and
Radi ol ogical Health at FDA and | want to wel cone you
to this Radiol ogi cal Health Stakehol ders neeti ng.

|'m glad to see we have such a |arge and
diverse group in attendance. | think that's a
reflection of the diversity and actually the vitality
of the Rad Health comunity. | think it's also
enblematic of the diversity and conplexity of the
problenms that we collectively face as we work to
m ni m ze unnecessary exposure to the Anerican people.

A I ot has changed over the years certainly
since | began in the business 30 years ago and | think
that it's inportant to understand all of the things

t hat have changed. These changes have affected not
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only our organizations individually and collectively
but also the environnent in which we operate. At
CDRH, we've been thinking for sone tinme about how we
ought to respond to these changes and we've devel oped
a radi ol ogical health program plan for CDRH which |1
be discussing in alittle bit.

What becane <clear to wus during our
deliberations is that we can't afford to operate
alone. W seriously believe we need to work together
with all of you in order to effectively and
efficiently address the Rad health problens that we
all face. That's why we've convened this neeting so
that we can all cone together to share our views on
inportant Rad health issues, to hear what we are al
doing, to address the problens that we face and to
learn what actions would be nost effective in
mtigating these probl ens.

| expect that we're going to have a very
stimulating and interesting two days. As you'll see
fromthe agenda, there's a lot of information to share
today during a variety of presentations both this

nmorning and this afternoon. W also plan to spend a
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significant amount of tine in small group discussion
sessions tonorrow so that you'll have a chance to be
involved in nore specific conversations about the
I Ssues.

By the end of the neeting, | expect we'll
have a broader and nore common understanding of the
problens that we face and a shared view of the
priority of those problenms and that's particularly
critical for us. W'Ill have a common understanding I
think of the inportant actions that are going on to
address the problens that we face and a shared view of
what yet needs to be done. Most inportantly, we'l
have identified opportunities to collaborate in taking
actions to address those problens. | hope we all
| eave here with a renewed commtnent to work together

| certainly expect nyself to learn a |ot
of things that | don't know and | suspect that may be
true of a nunber of you and | hope you all help nme in
that by taking this opportunity to share your views on
t he issues.

| expect that we'll neet people that we

don't know yet and | hope you're going to take this
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opportunity to network with those folks on the breaks
and during lunch because | think those contacts are
going to be crucial in addressing the problens that we
face related to unnecessary exposure. W certainly
don't expect to finish the conversation at this
nmeet i ng. In fact, we hope that this neeting wll be
the beginning rather than the end of a rich, on-going
conversation and a source of continuing collaboration.
Now, I want to get us started by
introducing David Leslie who is going to guide us

through the process of the next couple of days and

then 1'Il be back up here in a nonent. David.
FACI LI TATOR LESLIE: Thank you, John.
Good norning everybody. I'"'m David Leslie. As John

said, ny job is facilitator for the next couple days
or resident border collie, however you |like that. And
what may turn out to be true is for you speakers when
t he bl ower cones on, we may wind up |I'Il just hand you
ny lavalier mke and you can talk from wherever you
want if that comes on regularly. VW'l work that as
we go.

There are a couple of things as we get
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started in this two days, if you'll allow, 1'd like to
kick off just because they'Il just nake the days a
little easier. First, let me tell you what we were

intending wwth this neeting and the agenda you have in
front of you. This whole thing as we thought about it
was to invite as many of you all as could and wanted
to cone to get in the sane room to think out |oud
t oget her about radiological health issues and | ooking
f orward. That was the fundanental underpinning of
this.

The other piece was to allow for public
comment which you'll see on the agenda. So if there
are things that need to be said and things that need
to be captured we get all that done.

Anot her piece of this is you will note you
don't have in front of you copies of presentations and
the |like because part of our intention here is that
all presentations and those things will be available
electronically on the web within, I'mnot sure exactly
when, but soon. So we made a decision not to see if
you could take down a whole forest and nake a |ot of

present ati ons.
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We've built in two distinct phases to this

neeting. Today is a w de range of presentations which

we hope wll be educational for everybody in this
room You'll know sonme of the things you're going to
hear . You'll wunderstand and appreciate sone of the
points of view that you'll hear. But ny guess is
you'll find sonme other things where you'll go "Ah-ha.
| didn't know that. | didn't know they thought about
that in this way." So we're hoping just to enrich the

di scussion field with all the things you're going to
hear today.

Tonmorrow is a very different day.
Tonorrow i s having uploaded all of this today to give
you an opportunity in sonme specific areas of the
program that CDRH sees noving forward to get in a
smal ler settings and literally talk about what vyour
views of the issues are, the things you think need to
be nmade priority and how we can nove this forward.

Qur final part of the plan is for you to
be able to |leave here tonorrow afternoon having seen
what cones out of those groups tonorrow. In other

words, our plan really is for the facilitators and
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di scussion |eaders tonorrow to be able to interact
with groups all day long and before you |eave here
tonorrow afternoon say, "These are the thenes that
came out of each of these groups in these topics" so
that you'll actually know what you and your coll eagues
t hought at |least at a high level about all this going
forward. Then the rest will be avail able on the web.

Everybody got an agenda. Dd you nmanage
to get one comng in? Ckay. A couple things. It is
straightforward. Let me highlight a couple of things.
W'll try to start at 8:30 a.m right on the nose
just because it's courteous to be pronpt.

W' |l be out of here this afternoon around
4:15 p.m, 4:30 p.m ['"m hoping that many of you
woul d be interested in joining us out around the bar
for rather nmuch a no-host, neet and greet to say hello
to each other and hang around and visit a little bit
at the end of the day. If that works for you, fine
W'd love to have you. |If it doesn't, so be it. But
it's not something we have formally on the agenda.
It's just we're trying to be opportunistic about that.

This afternoon we'll have the public
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comment period from3:15 p.m to 4:15 p.m Now let ne
say a word or two about that. In the announcenent for
the neeting in the planning that went on, | believe
there was a request for those of you who wanted to
make a public coment to either provide sonething in
ahead of tine or certainly your nane and | think that
has been done by sone. Wen we get to that period
"1l certainly want those folks to queue up first and
| et that happen. But if there are others of you who
would want to nake sone kind of coment, | wll
certainly make tine to do that without any difficulty.
W'll work that in terns of how many people there are
who would like to talk against the tine we have
allotted for that because there is certainly the
opportunity to submt things for inclusion |later
whether it gets said or not because that's an
inportant part of this and we're perfectly fine with
that. So we'll do that at the end of the day.
Tonmorrow norning we will convene in here
and then launch out into the session on the three
particular topic areas. "1l talk about all that

later and we'll work that.
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Look at your agenda for 3:15 p.m tonorrow
afternoon. What |I'm hoping to be able to do with that
period is by tonmorrow at 3:15 p.m you wll have heard
a W de range of presentations all day today. You wll
have opportunity to participate in three separate
groups all day tonmorrow listening to your colleagues
about these various topics. I"m hoping to conme back
inat 3:15 p.m tonorrow and John and | wll be up in
front of the room and just hear what you think about
all of this, your reaction to what you' ve heard, the
things you think are smart, the things you think we
should be doing, whatever your reactions are and
what ever di scussion points you would think appropriate

to have considered by all of us, have an opportunity
to have a very gently structured discussion about
t hose kinds of things as we nove forward, then get the

thenmes from the breakout groups, wind up wth closing

remarks and we'll be on the road. So that's sort of
t he schene. There's plenty of tinme in there for
breaks. There's plenty of tinme for lunch. [1'll talk

about those in a mnute.

One of the things to note is that we have
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full transcription today and | think again tonorrow
though we won't spend all of tonmorrow of course in
this room Now the inplication of that is this. Wen
you have a question, we're going to ask if you would
please to go to one of the mcrophones and when you
speak at least initially on one of these if you' d be
so kind as to say your nane and your organizationa
affiliation so that our transcriber can get that early
on. Sone he has in front of himbut not all. So that
will be very helpful as we work the process and then
all of that wi nds on the web.
Let me hit a few housekeeping itens.

Breaks and food. You've seen the break area out
there. That stays pretty nmuch the sane and | think if
we're lucky cookies appear in the afternoon, you know
t hose no-sugar, low fat, not bad for you, those kind.

But | think they show up later in the day. Eat them
if you | ook.

For food, Ilunch, there's a couple of

things to say. Ohe is I'mtold they do a very good
buffet here in the hotel and | think that runs $14. 95.

There are, | haven't gotten ny directions right here,
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close by inthe little shopping area there are lots of
restaurants and | think we have a sheet out on one of
the tables that |ist sone restaurants if you have sone
preferences. |I'meven told there's a Starbucks within
stri ki ng distance.

Ckay. Restroons if you haven't found them
al ready, there's two right here down the hall toward
the main door and then there's another set on around
the corner in the direction of the breakout roons.
This is the Montgonery Ballroom It will be our main
nmeeting room W have three breakouts for tonorrow
called the Githersburg, Frederick and Darnestown and
they're literally, I'lIl go into it nore tonorrow, down
to the registration desk and then just straight down
the hall. Al three of those are just lined up. They

won't be hard to find.

| f you need any kind of assistance, if you
need anything in the course of two days, please do one
of two things. The desk that did registration this
nmorning, go there. Ask those folks. They'|Il be happy
to take care of you or see ne. W'll make sure

somet hi ng happens to take care of whatever your needs
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may be.

|f people need to get nessages, this is
interesting. Ten years ago, the nunber | had to give
out at the start of the neeting was always the hote
phone nunber. Now we all have cell phones and the
hotel nessage traffic has dropped off a lot but 1"l
get to that in a second. | f sonebody needs to get a
hold of you and wants to call through the hotel, the
mai n hotel phone nunber is 301-977-8900. They could
leave a nmessage for you there and either our
registration folks or the front desk, they' |l handle
t hat sonehow or another and we can get that to you or
you can check to get that.

By the way, if you don't know, the hote
is wired for wireless internet access w thout any kind
of password. So if you have |aptops, you can easily
get on the internet without any difficulty here.

My one last request is would you please
check your cell phones, put them on vibrate or off
when we're in session and if you would if you need to
make cell phone calls, please do those outside of the

room so it won't be disruptive. This w Il happen
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after lunch too. V'll all cone back from |unch
because we've done our thing during lunch. That's all
right. We'Ill just work that.

That's the sumtotal of the admnistrative
things that | had intended to say this norning. I
guess the one last thing. Speakers, it would help us
a lot if youll work pretty close to the tinmes we've
have allotted to get through the presentations today
because we have quite a few and |I'm not sure what the
w ndow was. But if you can stick pretty close to the
times that we set out, that would be helpful to get
t hr ough t he day.

Anything you want to ask about any
questions admnistratively what 1've not covered you
need to know? Anything? (Going once, twice. Ckay.
Wth that, John, let nme turn it back to you and we're
of f and runni ng.

DEPUTY DI RECTOR M CROHAN: This was the
point in the program at which I was going to be
introducing Dr. Lillian 4d@ll, the Senior Associate
Director of the Center for Devices on Radiological

Heal t h. However, | got a nessage this norning that
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Dr. GIll cane down sick over the weekend and won't be

wi th us today.

So I'll say a few words about the topics
she was going to discuss and then roll into ny
presentation. ["ll be Dr. GII for awhile and then
"Il be back to being nyself and | hope you wll

i ndul ge nme because |'m not doubt going to be repeating
nysel f or herself as we go.

As we go back historically, it seened
fitting to talk a little bit about the waterfront if
you will that the Center for Devices and Radi ol ogi ca
Heal th covers. You can see a range of products and
devices, the distinction being sonme of these things
are electronic products that emt electronic product
radiation, sone of them while emtting electronic
product radiation are also nedical devices. W have
authority under two different laws to regulate these
products and their manufacturers. There is a therapy
ultrasound systemin the upper left, a cargo screening
systemthere in the mddle, a television, a cell phone
such as David was talking about there a nonment ago

|aser light show projector, nedical laser and a
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radiation therapy treating planning system sinul ated
here.

W have to cover a l|lot of ground. That
could be attested to by forner senior officials from
the Center, like John Villforth over on ny right who
was the Director of the Bureau of Radiological Health
and later for the Center of Devices and Radiol ogica
Health and was ny boss's boss's boss, | think, when I
started 30 years ago. W did our best to deal wth
all of the problens and issues and concerns about all
of the products that were within our purview and I
think at the tine when it was the Bureau of
Radi ol ogi cal Health back in the 70s we actually did a
pretty sound job of covering this waterfront.

| think that the circunstances have
changed. The world has changed. | nentioned that in
ny introductory remarks and a nunber of things have
changed about the world that nake it nore difficult
for us to cover this waterfront with the degree of
t horoughness that we would have in the past and it
leaves us in a situation where now we need to nake

much nore serious choices about where we put our
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energi es, what kinds of products we address, what kind
of problens we address with those products, what Kkind
of approaches we take to addressing those problens
with those products and so forth. And | think that
that is certainly one of the driving forces behind our
desire to have this neeting.

Anmongst the wvarious things that have
changed over time since the beginning of the program
are things with respect to what we call the product
envi ronnent . Markets are now gl obal . Conpani es are
selling in this global environment and therefore are
subject to all of the pressures associated with that.

And principal anong those pressures are
the requirenent to neet standards that thenselves are
global or at |east standards which exist in various
countries around the world as well as our own. Back
when we started, it's fair to say that the standards
that were in place and inportant to manufacturers were
the standards that we at CDRH had devel oped, the
Mandat ory FDA Performance Standards, that dealt wth
what went on in terns of manufacturing largely in this

country. That has certainly changed.
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At the sane tinme, | think it's fair to say
t hat manufacturing processes have advanced. There are
a lot of things that have happened over the decades in

ternms of the developnent of quality systens and so

forth which have led to | Dbetter manuf act uri ng
pr ocesses. As |'ve said, we have these effective
consensus st andar ds in pl ace, principally

International El ectrotechnical Comm ssion standards,
that deal with a lot of the products that we regul ate
and deal with those products as they're manufactured
and sold in Europe and in other parts of the world as
well. So the product environment has changed for lots
of the products on that waterfront that we deal wth
froma regul atory standpoint.

In addition, we think public health needs
have changed. The product problens that we saw in the
past have largely been addressed. A couple of
exanpl es of those mght be the concerns which led to
the initiation of the program at FDA, concerns about
the emssion of radiation fromtelevision sets. That
problem has largely been dealt with and we're not

spending a lot of energy dealing with that today even
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t hough we still have a nmandatory performance standard
for tel evision sets.

This has translated into the consuner
marketplace and |I'm here to say this norning that |
have done ny part. | have bought ny flat panel TV
which as a matter of design cannot emt radiation. So
|"'m protecting ny famly and having a really big
picture which is pretty cool. | think we're seeing
that there are technological changes which have
resulted in the problens of the past not being present
today in addition to the work that we have done to
address those problens particularly back when we were
t he Bureau of Radiol ogical Health.

Anot her exanple m ght be m crowave ovens.

W have a mandatory Federal performance standard for
m crowave ovens and we have in the recent past not
seen significant problens with that technol ogy.

The shift of our concern has been to the
medi cal arena which is certainly where |'ve spent
alnmost ny entire career. There were days in the
di stant past when a nedical x-ray examinvolved, as we

used to say, a wall to wall x-ray beam where there
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wasn't any collimation, where there wasn't any
filtration and so on. W' ve long since passed those
days and | think that the performance standards, the
activities of the various organizations, professiona
and manufacturer and so forth and regulatory bodies
such as outselves and the states have resulted in a
situation where those problens with products, those
fundanental problens of things emtting hazardous
amounts of radiation or emtting radiation in places
that they weren't supposed to have been taken care of.

Today, however, | think it's clear that
the issues that we face are nore related to product
use and this takes us in CDRH and FDA out of our
regul atory arena. W reqgulate the manufacturing of
products and the performance of products, not their
use with the exception of mammography where |'ve spent
consi derabl e anount of time over the last ten years.
That's essentially our only foray into the practice of
medicine if you wll. But otherwise, we don't
regul ate product use.

But we see that the problens that

represent public health risks today are essentially
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problens that relate to product use. W'll go into
that in sonme depth later on. So this is anong the
changes that have occurred and in addition to that, we
have had changes at what was the Bureau of
Radi ol ogi cal Health and is now the Center of Devices
and Radi ol ogi cal Health which has led to an
appropriate focus that is nore on nedical devices.
Lots nore nedical devices, lots nore possibilities for
acute injury, lots nore public health risk there. But
that has led to a reduced enphasis and reduced
staffing and so forth wth radiological heal t h
responsibilities.

W had a fairly sizable program back at
the time when | started 30 years ago. W now have
about 50 staff working on radiological health issues
and an additional 40 or so dealing specifically wth
MXA and that's a substantial reduction from what used
to be the case. So we've had changes over tine in the
product environment and what we perceive to be the
public health needs and also our resources avail able
to address those needs.

What hasn't changed clearly is the m ssion
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that we have to protect the public from hazardous or
unnecessary electronic product radiations and what
hasn't changed is our commtnent to that mssion.
What we've had to do is to refocus our efforts to
address the public health problens that we face today.

Looking into the future, we have devel oped
a plan with the intent of making ourselves adaptable
to the changing standards environnent, to focus sone
of our energies on nonitoring the risks posed by
radiation emtting products, be they devices or not,
providing useful public health information and
training to the industry, to users, to the public and
to regulators ourselves and to the states, conduct
research wth practical applications practically
applied and then nanage our program internally in a
way which nmaximzes its public health inpact and
that's the structure of the plan that we had put
t oget her.

Wat we're asking today, what Lillian
woul d have asked today is that we stay connected, that
we continue to collaborate whenever that's possible

and that we remain commtted to advancing the
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radi ation protection, the protection of the public and
public health.

If you'll pardon ne for a mnute, 1'Il
becone nyself again. W' re alnmost on tine. ["'m
amazed.

| introduced nyself and ny position a

nonent ago when | was nmaking ny opening remarks and

alluded to the fact that | had been here for a |ong
time. It has been about 30 years and just so that you
know where |I'm comng from for purposes of our

conversations l|later today and tonorrow nost of that
time has been spent in the non-regulatory part of the
agency's operation and nost of that tine has been
spent dealing with ionizing radiation, in particular
with the nedical applications of ionizing radiation.
But we do have staff here who have spent considerable
periods of tine dealing with the non-ionizing side,
dealing with the non-nedical applications of ionizing
radiation. As | nentioned, a significant anount of ny
time over the last ten years or so had been spent,
until a recent job change, with the inplenentation of

t he Mammography Quality Standards Act.
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| nmentioned the fact that |'ve spent nost
of nmy time on the non-regulatory side of the house
because | think that's relevant to where we're headed,
particularly since | have sone responsibility for
setting our course. And as | say, | think we wll
have nore problens in the future to deal wth that
relate to use. Since we deal with these problens in a
non-regulatory and rather educational fashion, I
certainly bring that experience to bear

It's certainly our perspective that the
public health problens and issues that we deal wth
have changed over tine but the mssion certainly
remains the sanme and the Center, through its process
of planning over the l|last year or two, has refocused
its radiological health program W're looking to
begin with you the ongoing conversation | nentioned
and the collaboration or sets of collaborations to
move forward collectively to address what we perceive
to be the shared problens and, in fact, the priority
probl ens where the priority is based on public health
risk.

W have the goals that are related to our
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plan of aligning our current efforts to the current
and evolving public health needs allowing for nore
targeted regulation and we'll get into that in sone
depth nonentarily, to expand our focus on the patient
and the consuner because we see the use problens as
the nost significant public health problens and that's
where both the inpact of those problens fall and where
sonme of the solutions to those problens may lie. And
we see our sel ves as I ncreasi ng I nf or mati on
di ssem nation and education. W'I|l talk about that in
sonme depth nonmentarily and trying to, as best we can,
i nprove coordination across the community an exanple
of which is the neeting that we're hosting today.

This is our mssion, to protect the public
from hazard risks and unnecessary radiation exposures
and we see needing to do that by maintaining awar eness
of the radiation emtting products and their
manuf act urers. W still retain that responsibility
and that suite of products and nmanufacturers changes.

Manuf acturers certainly change if not fromday to day
at least from nonth to nonth and the products change

t hensel ves as new technol ogy I nt roduces new
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applications of radiation for a variety of purposes.

W need to understand the emssion of
those products and the risks that they pose and
provide public health guidance and direction as it
relates to those products and their em ssions. Ve
need to certainly encourage nanufacturers to conply
with the appropriate standards. W are, after all, a
regulatory body and we intend to pursue enforcenent
actions as necessary. W believe that there are
opportunities to achieve our public health mssion
wi thout needing to do a lot of the latter.

In terns of the program plan which you may
have had an opportunity to see on our webpage, it's

been up there since late spring or early sumer, we

divided the plan into these five areas and |'Il talk
about those in a little bit in sone detail. But in
terns of standards again, | think we see ourselves as

needing to adapt to a changing standards environnment
and to work to acknow edge and work with the nationa
and international voluntary consensus standards that
have been devel oped.

In the nonitoring area, as we've |abel ed
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it, we're tal ki ng about payi ng attention to
noni toring, overseeing radiation emtting products and
their manuf acturers and then taking appropriate
regul atory action, if that's called for, based on the
ri sk proposed by the products. So our degree of our
nmonitoring, the intensity of our nonitoring, have to
be based on the public health risk posed by the
particul ar products.

We al so recognize that rather than sinply
nmonitoring products and their manufacturer, we also
need to nonitor product use. How are the various
products that we're responsible for being used? By
whom are they being used? |In what circunstances are
t hey being used? What are the radiation exposures
attendant to that use? \Were are the concerns wth
respect to that exposure? \WWat can we do to address
those concerns? Wi are the actors? Wiat are their
behavi or s? Wat do we need to do to affect that
behavior? What |everage do we have? Wat incentives
and disincentives exist in the system or what can we
create to change the behavior of individuals to reduce

unnecessary radi ati on exposure?
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In terns of education, which is going to
be a significant el enent of changing that behavior, we
need to be looking at all of the stakehol ders. Ve
need to be providing nore information and guidance to
the industry so that it can <conply wth the
requirenents but also to users, to the public and to
regul ators |ike ourselves and the states. W need to
be able to collaborate in providing training for al
of those stakeholder groups. | think there are a |ot
of resources in this roomthat will help us acconplish
that particul ar aspect of the m ssion.

In terms of research, we need to nake sure
that the research that we do within the Center is
directed at specific radiation risks and has practical
applications in practical settings and finally an
i nt ernal piece, we need to nanage the program
internally as a single cohesive set of activities. In
recent years, it has becone sonewhat fractionated.
But there have been sonme changes which 'l talk
briefly about that are going to lead to a nore
coherent program goi ng down the road.

| want to talk briefly about each of the
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conponents of the plan as we've outlined them and give
you an idea of what our thinking is to date. W have
goals with respect to the standards area of wusing
performance standards that are on the one hand
enforceable and on the other hand appropriate to
t oday' s technol ogy.

As some of you nay appreciate but
certainly not as fully and deeply as Dr. Tom Shope who
is responsible for this activity, it's difficult to
anend an FDA mandatory perfornmance standard. Qur nost
recent effort canme to fruition last spring | believe
with the anendnent of the x-ray performance standard
which focused mainly on fluoroscopy systens and Tom
was instrunmental in getting that conpleted. But it
took a trenendous, not to say Herculean, effort over
quite a nunber of years to do that.

| think we need to find ways to be able to
increase our reliance on these voluntary consensus
standards, be they national or international, so that
we can leverage the efforts that are being invested
both by ourselves, who have a significant play in this

area, but also by the manufacturers and others in
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devel opi ng these consensus standards and bring that
work and that effort to bear through our nandatory
st andards schena. That's going to nean establishing
sone process to assure conformance w th nmandatory
standards and to encourage perfornmance wth consensus
standards as appropri ate.

It's our intention in this area to
increase our participation in the developnment of
i nternational and national consensus standards focused
on what we see as dose intensive equipnment, those
things which present the greatest risk to public
health because they represent either the highest
exposure or exposures to large segnments of the
popul ati on. W have, for sone years now, been
actively involved in the devel opnment of both nationa
and international consensus standards and we continue
to want to play that role and to actually increase our
participation but in a focused way, putting our energy
behind those standards which as | say relate to dose
i ntensi ve equi pnent .

W also want to take steps to allow

conformance to consensus standards by guidance and
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follow that by adopting consensus standards by
ref erence. An exanple of this, and the paradigm for
this approach, is in the |laser area where sone years
ago we issued a gui dance which has cone to be known as
Laser Notice 50 which told | aser manufacturers that it
was okay with us if they certified conformance to the
| EC | aser standard in lieu of certifying conformance
to the FDA nmandatory standard.

We'd been involved in the devel opnent of
the 1EC | aser standard. W were confortable with the
standard. To the extent that we had sone disconfort,
there are sone exceptions in that guidance that says
that it's fine to certify conformance with respect to
these aspects of the standards but there are sone
exceptions where you need to conform to the FDA
st andar ds. It was an attenpt on our part to, as |
say, leverage the energy that was put into the
devel opnent of the consensus standard and to harnonize
our standards with those international standards to
help the |laser mnmanufacturers deal wth the nore
conplicated world in which they were selling product

across the globe and it would be convenient or
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beneficial to them to be able to deal with a single
st andar d.

So we took that step in the guidance to
nove in that direction and we indicated in that
gui dance that we intended to take the next step and
adopt the IEC standard for |asers by reference. Ve
are in fact in the process of working through that and
we' || have sonething published along that |ine shortly
| hope.

There is opportunity to do something
simlar in conputed tonography, for exanple, where the
FDA standard is currently couched in terns of a dose
metric which was relevant to the single slice scanners
of yesteryear but is less relevant, one wuld say, to
the multi-slice spiral scanners of today. At the sane
tinme, we have an International El ectrot echni cal
Comm ssion standard which has a dose netric which is
nore appropriate for today's nodern CT scanners. So
we have an opportunity by guidance to say to
manufacturers that it's fine with us if they certify
in terns of the IEC dose netric rather than the ol der

FDA dose netric.
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That's one exanple. There are certainly
other exanples in ultrasound, potentially in other
di agnostic x-ray areas and we're going to be working
for and looking to opportunities to wuse these
consensus standards appropriately within the context
of the FDA's regulatory standards and regulatory
requirenents. Again, we're going to base that action
that activity, the priority that we give to the
publication of these various guidances and so forth
on the risk posed by the product.

In the nmonitoring area, we certainly have
the need to maintain awareness as | said of the
radiation emtting products and their manufacturers,
and to assess the electronic product em ssions and the
conditions of use. Again | would stress the
conditions of use as sonething which hasn't gotten as
much of attention in the past as perhaps it needs to
now. W need as well to understand the effects of
those em ssions and the exposure risks. In terns of
our intentions in this area, as we discussed in our
plan, we're talking about requiring only essential

manuf acturing reporting. |In the past, and even today,
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Manuf acturers are required to submt |ots of reports
to us which we don't have the staff to evaluate in the
way that they were in the past and so we're going to,
t hrough gui dance, provide exenptions to certain
manuf acturers from the various reporting requirenents
and again base these exenptions on the risk of the
under | yi ng product.

W're talking about noving from routine
testing in the field or in the lab of wunits of
product, to for-cause testing, when there is a
particular problem identified, but nore particularly
to manufacturer inspections such that we can go | ook
at the manufacturer's quality systens, what is it
that's built into the design and manufacturing of that
product that assures its quality and so on.

The manufacturing inspection conponent is
not sonething that has been really significant in the
past where we have really depended on testing
substantial nunbers of products in the field. In the
X-ray area, for exanple, our history is to test about
1,500 x-ray systens a year at the point of

installation. That represents maybe sonething
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approaching ten percent, probably less than that, of
the units installed and the basis of our oversight of
the manufacturers and their associated assenblers has
been these series of field tests. W feel now that we
can get a better bang for our buck if we nove to our
manuf acturers' inspections.

Part of this step is going to be getting
away fromroutine radiation neasurenents in the field.
In particular, elimnating the neasurenent of dose in
the Mammography Quality Standards Act inspections is
one exanple of stepping back from that direct primary
nmeasurenent role that we've had in the past.
Smlarly, we wll be phasing out the routine
| aboratory and field testing of diagnostic and cabi net
X-ray systens, lasers, sun lanps, TVs, mcrowave oven
products and so forth.

As a consequence of no longer having a
program whi ch i nvol ves the routine neasurenent of |ots
of units of product in the field, we're planning, over
sone period of time, to phase out our instrunment
calibration function in favor of sinply maintaining

instrunmentation expertise and neasurenent capabilities
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so that we can go and do the for-cause inspections and
tests. Now we provide instrunment calibration services
to the FDA field which does, as | nentioned, in the x-
ray area 700 or 800 field tests a year and we provide
instrument calibration services to states who do an
additional 700 or 800 field tests a year under what
are called partnership agreenents wth us. Now, over
sone period of tine which is yet to be determned, we
feel it prudent to phase out that calibration service
in favor of mai nt ai ni ng our expertise in
instrunmentation and our neasurenent capabilities.
Again, this is all related to trying to put our
resources where they wll do the nost good rather than
to continue to do what we've tried to do historically.
Also in nonitoring, going back to where we
think the root of nost of the problens are, it will be
no surprise that we want to enphasize the assessnent
of use and the exposures associated with that use.
Here again, we're tal king about harvesting data that's
gathered by others, by third parties if you wll,
rather than by doing direct neasurenents ourselves.

Certainly this could involve adverse event reports,
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reports of burns associated with fluoroscopy i nmaging
for exanple, but it could also involve exposure and
dose data associated with other Kkinds of nedica
applications, reports with respect to exposures from
consuner products and so on.

One of the things that | think is clear is
that we no longer have the capability to effectively
sanple and nonitor what's going on in the country in
terns of nedical exposure. | would assert that, while
we have over the past had a program called The
Nati onwi de Evaluation of X-Ray Trends to nonitor
exposures in the nedical imaging area, that program
whi ch has gone on for sone decades and has been very
fruitful and has been the basis for simlar but |
think superior prograns in Europe, 1isn't really
adequate today to produce for us all a picture of what
exposures are like in this country for patients
involved in nedical 1imging procedures as those
medi cal imagi ng procedures evolve very rapidly. So we
don't have a way of getting a good, accurate, tinely
pi cture of what exposures are in this country. So to

sone extent, | think it's fair to say we're sort of
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flying blind.

| think that there are efforts underway on
the part of a nunber of organizations in this roomto
help address that particular issue. But it's
certainly our view and it reflects back to what | said
about the Mammography Quality Standards Act, we need
to be ook at ways which we can gather and conpile and
anal yze and display information collected by others
rather than feeling like we have to collect that
information directly oursel ves.

In the MXBA arena, as an exanple, and it's
certainly an extrene exanple, dose has been neasured
in MXBA inspections for ten years. There have been
conservatively 100,000 inspections done, a 100,000
i nspections over ten years and we have found problens
with dose in maybe one or two instances. Let ne just
go further and say that this is in a situation where
at the sane tine the facilities that we regulate are
required under the regulations to have a nedical
physici st nmeasure the dose annually and the facilities
are required to be recertified every three years and

have their accrediting body neasure the dose tri-
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annual | y. So we have a belt-and-suspenders-and-1'm
not - sure-what system where we were neasuring and
measuring and neasuring and there was really no
problemto be dealt wth. W have anply denonstrated
that fact.

But | think it goes to the point that
there are circunstances in which we, as the FDA, don't
need to be directly neasuring the exposure to the
exposed popul ation when there are others who can make
t hat neasurenent and from whom we can gather coll ected
information so that we have and you have a picture of
what's going on across the country. That's a goa
that we shoul d be | ooki ng toward.

In terns of education, we certainly have a
goal of a public that able to nake infornmed choices
about exposure in the nedical, occupational, consuner
settings, users who are able to mnimze their own
exposures and those of the people that they expose
manufacturers who are sensitive to radiation risk
issues and able to respond effectively to their
custoners and regulators and state and federal

radi ati on control prograns that can effectively assist
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users in mnimzing exposure and risk. This is an
area | think which needs considerable attention given
the belief that we have that the problens that we face
as a public health matter are |argely probl ens of use.

It's our intention in this area to invest
in the web as an educational tool and we're currently
in the process of redesigning our radiological health
portion of the CDRH webpage. But it's also going to
call on us to create new web content to address
priority issues be that guidance or a better display
of data that we have or data that we may harvest from
third parties as | was tal king about a nonent ago. W
need to be able to keep that content current and up-
to-date and focused on what we consider to be the
priority problens so that it's available to those
folks who are in a position to exercise |leverage with
respect to changing behavior to address those
probl ens.

W also look to create a coordinated
education programand to partner with a nunber of you
| hope, to dissemnate information and create training

opportunities. | think it's fair to say at |east from
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my point of view and from what |'ve heard, that it
woul d certainly be preferable from the perspective of
a mnufacturer, let's say, to have an inspector

visiting their facility who was relatively well

informed and relatively smart about the topic. It
certainly precludes, or makes less likely, the
i nspector doing sonething, | wouldn't want to say

stupid, but let’s say inappropriate.

| think that simlarly for facilities that
are being visited by regulatory bodies it also is
inportant for those regulators to be appropriately
trained and educated and, | think, to the extent that
we're looking at the nedical realm that includes
bei ng conversant with and having sonme understandi ng of
or sonme acquaintance with the clinical applications
for which the machines are being, used rather than
sinply focusing on the machine itself. | think we
have a certainly have a challenge to neet going
forward in that regard.

In ternms of research, which is an interna
activity of the center, we want to have a research

program that Is pointed at the high priority
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radi ol ogical health activities, obviously conducted in
accordance wth the highest scientific standards as it
certainly is and publicized in the scientific
literature and in other appropriate nedia. But |
think the key thing is to get that research focused on
the high priority radiological health activities and
that means getting our radiological health program
people involved nore directly in the selection of what
research is done in the center and engaging the
various nanagers at the various |levels and assessing
that value of that research as it goes forward in
terns of the overall program

Finally, we have a goal of delineating the
managenent structure nore clearly within the Center
and getting it to operate nore as a single program as
opposed to a whole series of stove pipes which | think
had becone the problem as resources drained away
| eavi ng behind pockets of activities devel oped across
the Center. W' re establishing various teans and so
forth to help direct the activities of t he
radi ol ogical health programwthin the Center. But it

al so involves inplenenting a conuni cation strategy to
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pronote our program and to deal with our stakehol ders
as we are at this session over the next couple of
days.

Having given you a rundown on the plan
that we have, | think it's inportant to focus on sone
of the challenges that we face. | think for us it
seens that there will be a challenge involved in
staying aware of new technol ogies and new bioeffects
i nformati on. Certainly there is a lot of evolution
going on in the various technologies that emt
radiation and it's going to be challenging to stay up
on that to maintain sonme degree of not just awareness
but sone depth of understanding of the technol ogi es as
t hey evol ve.

| think that in ternms of the bioeffects
information there are often things going on that are
inportant in that area, the BEIR 7 Report being a
recent exanple, where there can be inpact on how we
perceive the risks that we face as that bioeffects
i nformation evol ves and devel ops.

It's also going to be challenging for us

to mpke the decisions that we need to make, the
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sci ence based decisions that we need to nake, in |ight
of what may be the current public opinion about a
particul ar issue. I think we need to go where the
risk is. W've said that repeatedly.

But at the sanme tine, the reality is that
we need to deal with issues involving perceived risk.

If we have a public that perceives that a risk is
posed by a certain product we're going to be dragged
in that direction. W're going to be required to deal
with that particular. | think we have to try as hard
as we can to give that 1issue the attention it
deserves, that is to say to try to convince people
that the risk associated with that product is whatever
it is. Perhaps it's mninmal. Perhaps it's
nonexi st ent .

W need to be able to try to deal wth
that and not get too many of our resources conmmtted
where we don't think a significant risk exists. But
we are inevitably, | think, going to have to commt
sone resources to those kinds of areas. VW see it
time and again where we get dragged in a particular

direction by the perceptions of the public.
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| think that goes to the next point of the
chall enge of comunicating risks to a variety of
audi ences. I don't think we have as a comunity
necessarily done as effective a job as we would |ike
over the years in communicating risks. | think we
have a public out there who has perceptions about
risks associated with radiation which are not entirely
congr uent with what we may I ndi vi dual |y or
collectively see as the reality of those risks. And
as a consequence, people make decisions which don't
seemto us to be reasonabl e.

| think that we need as a comunity to
educate the consuners whether it's through the web or
t hr ough ot her nechani sns about the risk or, as | said,
the lack of risk posed by products and the radiation
that those products produce. One product can have the
potential to produce sone imediate acute injury if
it's used even in a typical situation but certainly if
it's used in an atypical situation where there's nore
exposure than mght usually be the case. Fl uor oscopy
is an exanple of that, |aser certainly are an exanple,

ski n burns being the outcone.
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On the other hand, another product may
have the potential to produce a delayed injury either
from a typical exposure or from an unusual exposure
that may not appear for nonths or years. CT mght be
an exanple, as are other nedical imaging techniqgues,
and potentially, depending on the technol ogy, security
screening systens where the outconme mght be cancer
down the road.

Yet another product could be perceived to
pose a significant risk when in fact from our best
scientific judgnent that risk is if any exists
m ni mal .

It seens to us that the users of products,
doctors in the case of nedical inmaging systens for
exanpl e, need to both know what the risks are and be
able to comunicate those risks that result from the
range of exposures to be expected from the products
that they're using. There is certainly in the nedical
area, | think, a significant amount of data in the
recent |iterature which suggests that that's not
typically the case. People who use products that emt

radiation are typically not really well versed in what
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amount of radiation that particular product emts and
what the consequences mght be. And for other, |
think the consuners need to be aware that there can be
i mredi ate risks, there can be delayed risks, and they
have to be able to nake a judgnent about whether they
shoul d accept those risks or sone alternative.
Screening technology is an interesting

exanpl e. W go through airports now as many of you

did comng here. There are various ways that you're
bei ng screened today. If we were in a foreign
country, if you were overseas, there are other

t echnol ogi es that have been inplenented using x-ray to
screen personnel and you're faced with a choice. Do
you want to go through the personnel security
screening systemor in this country, do you want to be
sent downtown to the hospital and have a fl uoroscopic
exam nation or would you rather have the strip search?
There are privacy issues which are going to have to be
bal anced against the exposure. That neans you're
going to have to know sonmething about what the
exposure issues are. You're put in positions where

you have to nake judgnments where | think today people
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have relatively limted information upon which to base
t hose judgnents.

It's going to be challenging for us to
change the behavior of individuals in order to reduce
exposures. W're all driven by different inperatives.

Certainly | think, for exanple, in the nedical area
when you're doing nedical imaging exam the first
priority is to get the clinical information that you
need out of that examto do whatever the task is with
respect to that patient and deal with that patient's
medi cal issues.

But | think that it also needs to be
fairly high up on people's mnds what the consequences
of the exposures mght be. People need to be thinking
not just that the risk is mnimal given the benefit
|'"m going to get from this particular exam but what
the cunulative exposures are, not just to that
individual, but to the population of individuals,
whether we're creating nore risks in the future, nore
cancers in the future, than we need to. W need to be
m ndful of what the exposures are that are being

delivered and so forth and there are other exanples.
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W'l talk about a couple of those as we go forward.

In ternms of changing people's behavior, |
think we have to ask ourselves is it sufficient to
give them nore information. Is it dose display for a
fl uoroscopy systemthe answer or is it sonething else?

Is the National Dose Registry an answer for the
medical arena or is it sonething else? Is it
conbi nati on of these things? It's certainly not clear
to ne at this point what the answer is.

In addition, we have a situation in which
peopl e are nmaki ng decisions which we may think, froma
public health standpoint, are inappropriate and it's
outside of our control. W have asynptomatic
individuals for exanple asking for a whole body CT
screening exam They certainly have perhaps a
legitimate concern about figuring out whether they're
well or not. They may not have enough understandi ng
about either what the risks are or what the
consequences may be when certain inconsequentia
findings appear on that CT that have to be followed up
on because now | found sonething that isn't entirely

nor mal .
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W have expectant nothers who have an
interest their developing fetus and when we have the
issue of fetal keepsake videography. Agai n peopl e
putting thenselves in a position to be exposed for a
variety of reasons which we may or may not think are
entirely appropriate. So how are we going to address
and effectively change the behavior of t hose
i ndi vidual s when that's appropriate?

| think perhaps the biggest challenge that
we have is prioritizing our efforts over what is after
all a very broad range of products and issues that we
m ght potentially have to deal wth. Just as an
exanpl e, here are sone of the products that we have to
cone to grips wwth as a Center

And to use a couple of exanples, we
routinely get reports dealing wth nercury vapor
| anps. These are light sources which are typically
used in gymasia in schools for exanple but they're
also using in street lighting and security lighting
and so forth. If one of these |anps gets broken and
is not of the self-extinguishing type, then it can

result in exposure to people who are close enough to
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t hat | anp. For exanple, we got a report a few weeks
ago of such an exposure in Tennessee where about 100
people in a gymasiumfor a 9/11 event were exposed to
the ultraviolet radiation from a broken nercury vapor
| anp, about 18 of them requiring hospital treatnent
for the skin and eye burns irritation that resulted.

Here's a situation where we get two or
three of these kinds of reports over a year. What
| evel of effort do we put into that particular arena?
There are as | said self-extinguishing |anps which in
principle school systens and others ought to put into
fixtures where they need lighting and where that
lighting can be fairly proxinmate to human beings and
where the human beings can be there for perhaps a
significant period of tine. Those |anps happen to be
nmore expensive than the ones that don't self-
exti ngui sh. How nuch effort, energy, do we put into
this? How do we encourage school systens and so forth
to try to address this kind of a problenf

As | said, we get several of these every
year and we're currently making a nodest investnent in

an outreach canpaign to educate the users of these
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| anps and the hazards posed and encourage them to use
the self-extinguishing |anps. That's being done
through the web and through other nechanisns and this
problem may be mtigated sonewhat by existing newy
revised building codes which get into this issue nore
directly.

In the security screening area, there are
a variety of x-ray screening systens and technol ogies
that are in use today, so-called cabinet x-ray systens
such as you put your carry-on baggage through at the
airport. FDA has a nmandatory performance standard to
insure that products are designed to prevent | eakage
from the systens. But these security systens are
being put into nore locations for nore purposes and |
think the potential for that downstreamis greater

The checked baggage that you nmay have
brought you to the airport was put through a baggage
screening system which may well have been hard to
distinguish from a conputed tonography system a
system which i nvol ves nor e radiation than a
conventi onal baggage system But again, N OSH has

been out to the airports doing studies for TSA the
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Transportation Security Admnistration, and is paying
attention to the exposures to the workers in this
regard and so far, there are no major problens | think
it's fair to say.

But the screening technologies are likely
to change over tinme. Their applications are likely to
I ncrease. Is this sonmething we need to be paying
attention to? Wll, we have to the extent of being
involved in the devel opnent of the national consensus
standard under the American National St andar ds
Institute for the personnel screening systens, those
that are intended to screen human beings for security
purposes using x-ray and we're currently involved in a
simlar standards devel opnment effort with respect to
baggage systens and so forth.

W're also working wth other Federa
agencies to look at the questions that agenci es ought
to address if they're considering inplenenting or
depl oying sone of these technologies so that we are
asking the right questions and all asking the sane
guestions using the sane sort of approaches to get the

answers about whether or not it's reasonable to nake
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t he bal ance between the exposures that may be invol ved
and the security benefits that may accrue.

| think it's true to say that the public
who nay be exposed in these circunstances ought to be
educated nore to the hazards as well as the security
benefits and so | think that there are a variety of
things that need to be done and we're working in this
area largely in terns of developing in this case
nati onal consensus standards.

In terns of another non-ionizing source,
there are problens that have cone to light wth
respect to high powered green |aser pointers over the
past year. As we began to worry about those problens,
we began to see reports in the literature of aircraft
being illumnated by the green |laser pointers and the
potential problem here isn't limted to aircraft.
There have been no reports of actual injuries or
accidents but certainly those are possible and
certainly if you were to be "lased" while driving your
car there's certainly the potential for flash
blindness or distraction that would be sufficient to

cause an acci dent.
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W have addressed this problem by
educating consuners through the website through an
article in the nagazine FDA Consuner, through a web
newsletter that's called FDA and You which is directed
at secondary | evel schools and by conducting a variety
of press interviews about the hazards of the green
| aser pointers. W've identified manufacturers of the
illegal and nonconpliant products, those that are too
powerful to conply with the |aser standard and we've
taken regul atory action agai nst them

But it's interesting to note that while
this has gotten considerable press so far as | know
there were no actual reports of injury to date. So
the question remains in ternms of what priority ought
this kind of problemto be given, what approach ought
we to be taking to this particular kind of problem as
we nove forward.

Finally in t he medi cal arena, Cr
procedures we would all agree contribute the greatest
dose to the public of any nedical x-ray procedure.
There have been certainly articles to that point in

the literature in recent years. |In fact, a few years
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ago, there was an article in the peer review
literature which tal ked about concerns with respect to
techni que selection in pediatric CT which got picked
up by that fanous radiological health journal, USA
Today, and nade quite a little splash for a while. |
think it's fair to say that it was a wake-up call to
t he nedi cal inmaging community.

| don't think anyone understood what was
happening and what the consequences were of using
adul t techni ques when exam ning pediatric patients on
a CT unit. The fact is that those pediatric patients
were, as |'ve heard, given doses that were perhaps
three to five tinmes what they mght have needed in
order to get the clinical information that was being
desired.

O course, when it involves children, it's
easy to get people energized and | think the community
certainly got energized. There was considerable
di scussi on. There was gui dance put out. There were
educational activities and so forth to help mtigate
t he probl em

But | would ask whether or not we can be

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

58

sure that those activities were effective. What
mechanism do we have to know today what exposure
techni ques are being used on pediatric patients or on
adult patients for that matter? Wat do we know about
what the typical exposures are for various kinds of CT
exans for pediatrics and for adults? Again, | think
we do the things which nmake sense in terns of trying
to change behavior but | think it's fair to say that
the behavior may still be going on and don't know if
we don't have a good picture of what's happening
exposure-wise in the United States. In addition to
problens with inappropriate technique which was what
is going on here, children being exposed using adult
techniques and therefore getting nore exposure than
was necessary there are other problens.

| think it's fair to say the conputed
tonmography may not always be wused in a fully
appropriate way. | think there are lots of pressures
not sinply from nedical |egal concerns but also from
consuner thenselves to have a CI exam of sone
particular kind in sone situation, to have a CT exam

for their child who has fallen down and hit their head
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or has pain in their belly and there may be pressures
to use CT in situations where the physicians and
scientists looking at this practice would argue its
not particularly appropriate way to to evaluate this
situation.

It's <clear that various groups have
devel oped criteria for when a CT exam is indicated
but it's less clear at least to nme how effective those
criteria have been, how often they're followed, how
well they're followed, again going back to the
question of, do we know what's going on. How good a
pi cture do we have of what exposures and techni que and
so forth are like in the nedical arena in this
country?

| would say that CT is just one facet of a
broader problem and it applies rather obviously to CT
but | think it applies to fluoroscopy and other
medical imaging as well and | think the challenge that
all of you in that area know about is that assuring
that the right patient gets the right exam at the
right time for the right reasons and the right

technique and so forth and it's easy to say but how we
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act to nake that happen on a routine basis is a
di fferent question. | think that we need to | ook at
the question of how do we address the users of CT
systens and how do we affect their behavior in terns
of these issues about technique as well as
appropri at eness of exans.

It won't pop up here because | didn't
think about it while I was putting ny slides together
but if you notice hiding dowmn in the |ower right-hand
corner from your perspective is nedical accelerators.

| point that out because historically CDRH has not
done nmuch in the way of activities wthin the
radi ati on therapy sphere. | think, and again it's ny
ill-infornmed per specti ve, t hat that's because
historically nost radiation therapy was isotope based
and because it wasn't a machine emtting the
radiation, it wasn't our business. It was NRC s
business or the agreenent states' business. And |
think it was certainly ny perception that the nedica
physics was all over this, if you wll. There was
| ots of support and attention being given to radiation

t her apy.
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| mention this sinply to ask the question
that since nore and nore therapy is being done wth
machi nes today, is there any issue? Are we assured
and, if so, how are we assured that the Kkinds of
qual ity assurance procedures that are associated wth
| sotope based therapy are actually being done wth
respect to nmachine based therapy using I|inear
accel erates? From ny perspective not having nmuch
background in that area, it’'s sinply a question, but I
think it fleshes out to sone extent the range of
i ssues that we have to deal wth.

So | bring us back to the structure of the
plan that we put together to make the point that while
| think it's clear to us where we ought to be putting
our energy that we ought to be putting sonme energy as
| described in the area of standards, that we ought to
be as a Center focusing on nonitoring, that we ought
to investing in education and so forth. It's less
clear what the balance across those areas should be.
It's less clear how those areas ought to be brought to
bear, how work in standards or nonitoring or education

ought to be brought to bear on a particular problem
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because | would think that the mx of effort would be
di fferent depending on the product, depending on the
probl em depending on who we think has the |leverage to
affect whatever the situation is that's potentially
| eadi ng t 0 unnecessary exposure.

So it's one thing for us to say we want to
do things in standards and nonitoring and education
for exanple. It's a different thing to say what the
bal ance should be and how that balance should be
changed or should be different perhaps as products
change and as new technol ogi es becone avail abl e. I
think that's what |I'm certainly hoping that we'll get
out of the discussions that we're going to have over
t he next two days.

So I would ask you that over the next two
days that you participate, that you express your
views, that you listen to all of the things that
you're going to hear and there's going to be a lot of
that, that you look for opportunities to collaborate
with one another including with us and that you |eave
with a commtnent to continue the work that we've

begun here as | certainly think that there's a |ot of
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work left to be done. Wth that, I wll stop and ask
if there are any questions. VW have ten mnutes
bef ore break.

FACI LI TATOR LESLIE: |If you have questions
if you would please nmake your way to the mke and as
you start please say who you are and your organi zation
So our transcriber has it. Sir?

MR BRI TAI N Bob Britain wth NEVA
John, are they actually using x-rays to screen people
in airports?

DEPUTY DI RECTOR M CRCOHAN: Not in this
country. However, there are countries in this world
where that is being done and there are circunstances
overseas where that's being done. So | think it's
fair to say that the potential exists. "' m not aware
of any systens that are actually deployed, certainly
not at airports in this country. |'mlooking at Jill

| think there have been depl oynents of x-ray security
screeni ng syst ens in prisons and we' ve had
conversations with folks in the Bureau of Prisons
about that.

| think that with respect to the security
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screening systens, particularly personnel security
screening systens, we worked on the standards wth
ANSI and others who participated in that effort. So
with the anticipation that this could be an issue, we
wanted to get in front of it. But | think there are
lots of circunstances that you can inmagine in which
someone would want to deploy sone sort of security
screeni ng technol ogy that mght involve x-rays, so not
necessarily today's problem but sonething that we've
been | ooking at. Yes?

MR MCORM CK: Yes sir. ' m Luke
MCormck with US. Custons and Border Protection and
we do have a few of those back-scattered x-ray
machi nes depl oyed. They are a secondary system that
we use. It's after we have sonebody that we have
targeted as a problem that mght to be diverted to
secondary. On the whole if | renenber right, | think
there were an average of two scans a nonth |ast year.
So that's not a main issue.

But one of the issues that we are com ng
up to see is where the security screening systens are

going to. Presently we're wusing three and four
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megavolt |inear accelerators. But sone of the newer
systens that have been proposed go all the way up to
15 MeV Iin acc and we're starting to |look at active
neutron interrogation of cargo and 14 MeV neutrons and
14 MeV x-rays we're starting to |look at problens of
activation products or are there real issues in this?
From our previous studies, we have not seen
activation products at the pulse fast neutron analysis
system that we've been testing but this is sonething
that the public is very concerned about.

DEPUTY DI RECTOR Mec CROHAN: Is that
| argely for cargo purposes at this point?

MR MCORMCK: Yes. That's strictly for
car go. In fact right now wth the pulse neutron
system the dose to a stowaway should one actually get
that far down the systemis only about 8 mllirem

FACI LI TATOR LESLIE: Good. Thank vyou.
O her questions? Pl ease. One of the things we're
hoping here is agreeing with everything John says is
not necessarily a goal. But understandi ng what the
thrust and intent of the program was clearly our

intention with all this. Pl ease.
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VR LEI DHOLT: Ed Leidholt, u. S
Departnent of Veterans Affairs. Question or perhaps
it wll be addressed later. Wuld you care to address
what you intend for the NEXT progranf

DEPUTY DI RECTOR McCROHAN: Let ne just say
sonething briefly. [It's certainly ny expectation that
that program may well continue, but | think that, and
this is nmy view, a program which on an annual basis
| ooks at 300 or 400 facilities in this country and the
exposures attendant to one exam is going to give us
the kind of picture it's been giving us historically
which is a very episodic picture. It's been very
useful. It's been a program | think, that's created
a lot of the interest that exists in Europe and so
forth. | sinply ask the question whether or not it's
providing us all of the information we ought to have
about the range of exans particularly the different
kinds of CT procedures for exanple that we mght be
interested in where the exposures are fairly high.

| think there's still a role. The
advantage NEXT has | think is that it's a set of

nmeasurenents mnmade wth a very tightly controlled
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procedure with a phantom that drives the unit the way
a patient would and so forth. So it's very good data.
| think the problem is just, if you wll, the
sanpling frane. So | think that there's a role for
much nore, if you want to look at this way, poorer
data, less well controlled data, to give us sone sense
of what's going on in between both in tine and in
terns of imaging space if you will.
FACI LI TATOR LESLIE: Ckay. A coupl e nore?
V5. APPLEGATE: | actually have a comment
if it's all right. I'"'m Kinberly Applegate. I
represent the Anerican Acadeny of Pediatrics and |'ma
pedi atri c radi ol ogi st. | thank you very nuch for the
coomments particularly focused on CT and perhaps
reprioritizing the issues to look at children's dose.
"1l say though that if you look at this when you
| ook at your list of challenges, one of the things
that | think isn't nentioned that is very inportant is
the driver of economcs and nedical reinbursenent
where CT is very profitable conpared to sone of the
other things that we do that may be alternatives

i magi ng in children.
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DEPUTY DI RECTOR M CRCHAN Let ne just
respond by saying that | think that there really is
sone developnent in that area and it's certainly
inpression that the third party payers are getting
nmore interested particularly in the higher costs
medical inmaging procedures and | think there are
i ssues being brought to bear there in terns of quality
and what kind of assurances facilities mght be able
to provide that they are doing a quality service and
so forth for the third party payer's noney. So we nay
be getting to a little bit of a nexus here that would
be very hel pful.

MR BALTER Steven Balter representing
the Society for Interventional Radiology. I also
happen to have a hat in the IEC and answering to
several questions here, we have a project between |EC
and NEMA called DI CAM Dose where looking forward a
year or two, all imaging systens that are capable of
witing DICAM inmages in principle wll be able to
generate structured reports. You may have nore data
than you can deal with. Thank you.

DEPUTY DI RECTOR M CROHAN: That's better
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t han havi ng not enough.

MR BALTER  That's right.

MR VI LLFORTH: ["m John Villforth. " m
unenpl oyed.

DEPUTY DI RECTOR M CRCOHAN: I think you
wor ked | ong enough, John.

MR WVILLFORTH: | wanted to conplinent you
and the staff for putting this together. It was an
excellent overview and it was very helpful to
introduce it and get us thinking about the different
ar eas.

| felt there was one area that was m ssing
as far as CDRH was concerned and that is the non-
machi ne, non-electronic product area. You do have at
| east one FTE devoted to what to do about energency
pl anni ng, Federal guidelines for energency activities
and so forth. Since this is a CDRH discussion today
to look at all of the areas, | would hope sonewhere
that that gets put on the table because | think its
incredibly inmportant as to whether the Departnent and
whether the FDA and then nore specifically whether

CDRH is going to play a role in this or not. W're
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hearing so nuch about what can happen wi th weapons of
mass destruction particularly the radiological type
and if sonething does happen, certainly FDA is going
to have sonme concern or sone involvenent as it relates
to the products that FDA regul ates.

And then secondarily, the | eadership
question in the Federal GCovernnent. If I could back
to a few years ago in 1979 when the Three MIle Island
acci dent occurred, one of the things that inpressed ne
trenmendously was the |eadership that then Secretary
Joe Califano expressed to the Federal Governnent and
that is that the issue around Three MIle Island is
there was a real issue because it wasn't known at the
time was a public health issue and that the public
health, that is the Departnent, needs to take a bigger
role as opposed to the role of the Departnent of
Energy, the Nuclear Regulatory Conmm ssion, FEMA and
ever ybody el se.

My personal feeling is that it can't go
away and | don't know where this mght fit in to your
agenda but it ought to be considered in terns of where

CDRH goes in the future. Thank you.
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DEPUTY DI RECTOR M CROHAN: | think an
interesting historical anecdote, as you know, John,
was the response of the Center to in terns of |ooking
for what exposures mght exist around Three Mle
Island. Part of that response was to take sone cards
t hat had thernol um nescent dosineters in them and nail
them to every tel ephone pole we could find. What ' s
ironic 1Is that those cards were designed for
eval uati ng manmogr aphy systens. So we adapt.

But | do think that your point is well
taken in the sense that we really don't have a |ot of
resource in that area. It's one of the things that
had Lillian been here she would have spoken to since
she's the senior person in the Center responsible for
coordinating counterterrorism and urgency response
activities. But we do have one person working on this
and we certainly hope that in the face of sone
potential if he doesn't get hit by a truck because
we're pretty thin. But thank you for bringing that
up.

FAC LI TATOR LESLIE: Are there other

guesti ons?
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DEPUTY DI RECTOR M CROHAN: Maybe where's
t he cof fee?

FACI LI TATOR LESLI E: Ch, they are letting
you off easy. " m surprised. Ckay. A couple of
qui ck adm ni strative announcenents before we head off
to break. One is if nessages cone in for you to the
hotel phone nunber and the |ike and wnd up out at the
front desk what I'mgoing to ask that the registration
table do is just keep those out on the registration
table. So if you' re expecting anything, cycle by and
see if there's one for you.

Shoul d sonet hing cone in however that's in
the category of an energency and we need to get to you
quickly they'Il wander around the room or even
interrupt and we'll find out where you are because we
don't have actual seating for who's sitting where. |
would like to do that if | can.

The second thing is just a quick check.
Do we have enough chairs? Those of you who are
sitting, is that by choice or do we not have enough
chairs for you? W're okay on that? Tenperature in

t he room okay? Light okay? | know that's a dangerous
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guestion always to ask. Bal | park. Dying? How are
you? It's alittle too high. Not all the way to neat
| ocker but a little col der.

DEPUTY DI RECTOR M CRCHAN: | thought it
was only too hot up here.

FAC LI TATOR LESLIE: "Il see if | can't
make that. Ckay. Let us then to break. W convene
at 10:30 am W wll start the presentations. Bob,
you're up first. W wll get you queued up and ready
to go.

(Whereupon, the foregoing matter went off
the record at 10:05 a.m and went back on the record
at 10:32 a.m)

FACI LI TATOR LESLI E: Ckay. Al right.
Are you ready to go? So you said you wanted it
cooled off a little bit. So we've done that. But as
Charles up here a mnute ago said to nme having asked
for a little bit cooler and gotten this he's not dare
going to ask nme for water. Wse man. In any event,
now that we know that they bought the biggest and the
best AC unit that could be bought on the planet, what

| expect to do now is try to cool it off when we go
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away for lunch or when we go away for breaks and what
| have to calibrate is how long to leave it on. I
think it will get us through until lunch, but we'll
see.

Let's get into the presentations. W have
a series of those for you and Bob Britain from the
National Electrical Manufacturers Association is going
to start that off. | think we've anticipated about 15
m nut es each presentation. So, presenter, if you are
through in less than 15 mnutes, that's a little el bow
room for questions. If you start running over that,
"Il start dancing around and the I|ike because what
I'd Iike to do 1is get through the norning s
presentations before we break for |lunch and not have
them junp over into the afternoon. Bob, are you
ready? Bob Britain, you' re on.

MR BRI TAI N Ladi es and gentlenen, if it
is a privilege to be the lead off, | would have hoped
that it would have been John Villforth. So maybe it
isn'"t necessarily a privilege.

Alittle bit about ne. John and | started

this program He preceded ne by about a year and a
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half with this. It was called the Center of
Radi ol ogi cal Health then which | ater becane the Bureau
of Radi ol ogical Health under FDA. So | spent 23 years
with the Bureau and FDA and l|eaving that going to
NEMA and spending, I'min ny 20th year now at NENA
Al these years have been involved wth radiol ogical
heal t h. I["m privileged to say that. ' m passionate
about radi ol ogi cal health technol ogy, the industry and
t he governnent regul ators.

Wiat's a NEMA? |It's a trade association

and it's the largest trade association representing

the US. electro industry. El ectro industry neans
nost anything electrical is covered, lights, |ighting,
el ectrical notors and even nedical equipnent. So we

have a nedical products departnent that covers
anything from x-ray machines, CI, radiation therapy,
nucl ear medi ci ne and nedi cal inmaging informatics.

NEMA historically has been known for its
standards, known world wde for its electrical
st andar ds. W have electrical standards for just
about every inmaging nodality and these standards work

their way up to the IEC |evel where we're very happy
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to turn them over to IEC commttees who work to
establish to an I EC standard. So between | EC 62B and
62C, all imaging nodalities and |inear accelerators
are indeed covered.

The nost recent and now quickly becom ng
the nost fanpbus standard we ever devel oped or had part
in developing was the DICAM standard which is the
D agnostic | magi ng Conmmuni cati on and Medi ci ne
st andar d. This standard is supported by 24 working
groups unless we've gotten another one recently. And
the standard is presently up to about 3,000 pages.
This addresses all aspects of inmaging, how to nove
i mges electronically over the wires, to archive them
to bring them back for view ng.

W try and stay close to our partners so
to speak with the Anerican College of Radiology and
for exanple the Anmerican College of Cardiology, the
Radi ol ogi cal Society of North America. W work very
closely with the National Cancer Institute and soon we
will be working nmuch <closer wth the National
Institute of Bionedical Inmaging and Biomaterials.

Wat have we done historically with you
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guys, with FDA, | should say? Way back in 67 and " 68
we provided testinmony for the Radiation Control for
Health and Safety Act which was published in 1968.
W've interacted with BRH on the x-ray standard going
back to the early 1970s and wth TEPRSSC and we've
interacted with TEPRSSC, spelled with two s's instead
in tw c's, Technical Electronic Product Radiation
Safety Standards Conmttee, that always has been a
mout hful, on the sunlanp standard and the nercury
vapor |lanp standards where we provided sone
information and testinony to TEPRSSC.

NEMA had a major role in reclassifying M
from Cass 3 to dass 2 and that happened al nost
imedi ately after | went to NEMA in 1985. That was one
of ny goals. Then we've had a major role in
devel opi ng ultrasound 510(K) gui dance and even now we
hope periodic neetings with CDRH staff and of course
it's the topic of intense interest |like CT dose and
fluoro dose and ot her issues regardi ng fluoroscopes.

So just a brief nention, in NEMA s product
scope there are products within your scope that are

not in our medical program But just to let you know
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t hat NEMA does have sone review and sonme activity with
sun | anps and nercury vapor |anps and even arc wel di ng
machi nes which | think could fall under the Radiation
Control for the Health and Safety Act because they do
produce intense ultraviolet light and they are on
circuit.

So these are the general comments. | hope
|'m staying to the structure that was given to us by
the CDRH folks. Here are the general coments. I
want to just proceed all of this in that we don't have
any magical fixes for you guys. So please don't
expect any. Qoviously we're in total support of the
general direction you' re heading, the concept of FDA
RAD health program to focus the FDA resources where
it's needed the nost on the highest priority risks and
where the questions are needed to be answered with the
hi ghest priority.

And we agree on the nmajor program areas.
The use of international standards, NEMA has supported
IEC and 1SO standards for years. So we have
absolutely no problemin noving in that direction for

CDRH
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Efficient nonitoring, obviously. You
probably are getting too much data in now that you
don't know how to handle. So if we can nmake that nore
efficient, | think that's a good road to go.

Focused education, absolutely necessary.
"1l talk a little bit about that |ater.

And research based on high priority
guestions, obviously we support all of these, all the
directions you're taking.

So let's tease these out. On standards, |
think we've all |earned by now that FDA standards are
just too expensive to develop and maintain and at
least in the nedical area and the imaging area, the
technology is changing so rapidly and we've see this
in CI. It's just too difficult to maintain the FDA X-
Ray Standard to keep up these technologies. Referring
| EC standards is very tenpting to industry and | think
it's probably very tenpting to FDA al so and especially
tenpting to us because like | said before, all imaging
nmodal ities are covered by | EC standards in 62B

Now one note of caution in that | know

you're going to adopt a reference or whatever these
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standards and so FDA and industry should take a
careful |l ook at each of these standards that you're
t hi nki ng about adopting because sonetinmes at the |EC
they' re developed with sone sort of flexibility built
into them and you have to be careful that they're not
so flexible that both FDA and industry could find
itself in an wunconfortable position when start to
enforce these standards. So we need to | ook at each
of the standards very carefully.

You have talked about a legislative
change, sone sort of legislation that would allow you
to adopt. | think in your original docunent the word
was adopt not so much reference but adopt. I think
knowi ng the |awers and the |egal people, in FDA the
Chief Counsel Ofice, | think they would be very
careful about allowng anyone to adopt sonething
wi thout going through the routine admnistrative

process of comment or publish proposal and comment and

then publish final. So we need to take a |ook at
t hat .

Moni t ori ng. W need to nake nonitoring
nore efficient. W absolutely agree with you that
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only requiring the nost essential information is where
you ought to go. W're going to suggest elimnating
assenbly reports which are called 2579 Reports for
repl acenent conponents and not for new installations.
Keep them for new installations but when each of
t hose. Install ati ons needs somne r epl acenment
conponents perhaps where you have required 2579s every
time you replace an x-ray tube, | don't think is
necessary to have this paperwork com ng forward.

W're going to suggest exenpting Xx-ray
equi pnent from any reports except CI and fluoro where
| think you have the nost interest and that's where
the interest in the dose is. So we are suggesting
that we keep those but elimnate the annual reports
for the other x-ray equi pnent.

Now we certainly agree on shifting from

the product testing to quality systens audits and

I nspecti ons. | nmean we've always cone from that
di rection. W're on record of not supporting type
testing. The testing you do isn't necessarily type

testing but it's giving the hint to other countries

that type testing is okay and we don't like that.
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Type testing is expensive. It's happening in Korea
and China and any hint of having the kind of type
testing by a government especially FDA as okay to us
i s damagi ng. So we agree with you. Quality systens
is the way to go. Mdst nodern countries are going in
that direction.

And | think that probably what you're
getting at by giving up testing would be the m crowave
oven, door slanms and the TVs which don't even have
shunt regul ator tubes anynore. But they still have
screens, cathode ray tubes.

This is something that we have becone
quite interested in recently. There's a definite need
for credible consuner/patient education and what we're
seeing especially wth nedical inmaging, diagnhostic
imaging, is that the public is being educated through
the press. All we're seeing these days in the New
York Times, Wall Street Journal, Chicago Tribune, the
stories on imaging are comng forth and they're com ng
forth unbal anced. Most of them are negative and
there's no bal ance. If the journalists were dealing

with these issues with a sense of a bal ance, the good
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with the bad or when they're talking about
utilization/over-utilization, they could be talking
about sone of things that diagnostic inmaging really
saves, gets you out of the hospital two weeks earlier
rather than surgery, whatever. Yes, we need
educati on.

As a matter of fact, the coverage in the
press was so, | have to be careful here. W felt the
need to develop our own website so we could actually
bal ance the picture of nedical imaging. |It's a great
websi te. | think you would enjoy going into it. So
pl ease visit nedical i magi ng. org.

Resear ch. Yes, we agree. Research based
on highest priority questions obviously. That's the
only way to go when your resources are so stretched
and, yes, there should be an oversight commttee. So
that's short and sweet. W just plainly agree with
you on your suggesti ons.

How can NEMA and CDRH work together?
Vell, we talked with some of our manufacturers and we
think one of the contributions we can nake is devel op

alist of relevant | EC standards that FDA could take a
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| ook at and that we could actually certify to.

Educat i on. W are willing to work wth
FDA to devel op whatever papers or brochures you feel
necessary to help you with your website. As a matter
of fact, I've talked with our public relations program
and suggested that we even develop a section our
medi cal imaging.org for consunmer and patients and
hopefully that would jive with yours. | understand
you're wanting to devel op one too.

The problem with websites is making them
known and naking them available and that's a bigger
job. It's easier to do such a great job on a website

but then people don't just show up and click on it.
You have to nmake them

And finally, we believe your plan is
sound. It needs to be inplenmented. | think these two
days you're going to get a whole lot of good ideas.
W're ready to work with you. Thank you very much.

FACI LI TATOR LESLI E: Thank you. G ve Bob
a hand. Next up, Anerican Association of Physicists
in Medicine, Dr. Ritenour. One of the things | think

you're going find from these today is you may very
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well is occasionally the case, you'll see lots of
agreenent about that's a perfectly good direction to
go. The question always gets down to so how do we do
that and how do we do that together and that is what |
hope we begin to stinulate the discussion around over
these next two days. Sir, the floor is yours.

DR RITENOUR  Thank you and thank you for
the opportunity of comenting. | think many of you
are quite famliar with the AAPM but |I'm still going
to go through the description of who we are and what
we do. I'm Russell R tenour, currently President
El ect.

The mssion of the AAPMis to advance the
practice of physics in nedicine and bi ol ogy. W are
into research and devel opnent, di ssem nation of
technical information, educational and professional
devel opnent, we spend quite a bit of tinme on that
because our nenbers are board certified and have to
maintain their certification, and attenpt to pronote
the 1S quality nedical physics services for patients.

W are in charge of radiation safety during

radi ol ogical procedures and many of our nenbers
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through their individual research have inproved many
types of i maging.
We also contribute to the devel opnent of

t herapeutic techniques such as prostate inplants,

stereotactic radiosurgery, mul til eaf col l'i mat or s,
tonot herapy and all of that sort of thing too. So
medi cal physi ci sts col | aborate with radi ation

oncol ogists to design treatnent and insure safety.
The AAPM represents over 5,000 nenbers.

So in terns of commenting on what the FDA
is doing and planning and thinking about | think we're
in pretty good agreenent with the things that were
mentioned in the RAD health plan overview just before
the break and | think nmy comments will bear that out.

W do agree that you need to concentrate of high risk
areas such as interventional fluoro where there's a
risk of skin injury, conputed tonography where there

is probably a significant contribution to population

dose.

W' re concerned about use of radiation and
radi ation pr oduci ng machi nes by unqual i fied
i ndi vi dual s. Radi ol ogi sts have a great deal of

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

87

didactic training in radiation safety and that
training is reinforced through the board exans that
they take and we're concerned about individuals who
don't do things to keep radiation doses as |ow as
possi bl e.

W believe that quality assurance prograns
shoul d be designed by nedical physicists and quality
control prograns too nainly because equi pnent changes
and new nodalities are introduced so rapidly. It's
very difficult for anyone to be prescriptive about how
to do these things. Medi cal physicists are there at
the forefront sonetines inventing these changes but at
| east having to deal with them as soon as anyone does.

So we think that we're in unique position to oversee
qual ity assurance and quality control.

W also strongly support evidence-based
regul ati on. One good example of this is the IEC
program that was nentioned earlier that could gather a
ot of data from D CAM headers. The AAPM and the ACR
al so have a joint programto |ook at the D CAM headers
of conputer tonography, conputer radiography and CT to

store and transmt to a central location information
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on patient technique factors, indices of patient dose
and that kind of data can certainly be the basis for
what is the variation across the country and what are
peopl e actually doing which certainly plays a role in
evi dence- based regul ati on.

W do encourage the FDA to place nore
reliance upon the data that nedical physicists take in
mammogr aphy. That was nentioned this norning as well.

Medi cal physicists have very strict requirenents as
to how to be approved to do mammography and how they
have to survey a nunber of wunits under qualified
individuals and do a nunber of wunits in a year to
maintain that certification and that kind of data is
probably a very effective way for the FDA to nonitor
what's going on in mamography, a very cost effective
way and peopl e effective way.

In ternms of education, | think we can have
a real inpact in collaboration prograns with the FDA.

The AAPM currently provides hundreds of hours of
educational prograns at its annual neeting which
occurs in the summer at various |ocations around the

country and at the Radiological Society of North
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Arerica in the late fall. Sonme of that material, sone
of those classroom type presentations, didactic
presentations woul d be of benefit.

But we also work specifically wth groups
such as CDRH and the Conference for Radiation Contro
Program directors to provide special educationa
prograns at their neetings. Furthernore, the Anerican
Association of Physicists in Mdicine has chapters
t hroughout the country. So in terns of hand-ons
training on equipnent, there are sone opportunities we
could discuss there to work with academ c prograns or
others wlling to work wth training people in
specific locations given the difficulty of travel and
t he expense of travel to national prograns.

Also we have several prograns in place
through our website. For exanple, there's the
renotely directed continuing education which was put
together basically to serve our nenbers' needs to have
conti nui ng educati on credits and to mai nt ai n
certification but it's certainly an appropriate way to
glean information on current practices that would be

useful to the CDRH and the FDA
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Also the AAPM has recently nmade its task
group reports available electronically online to all
radiation control program directors because we see
that as in everyone's best interest to dissemnate
that information as quickly as possible on new
findings and good summaries of best practices and
quality assurance and quality control. So we | ook
forward to working with the FDA quite a bit in areas
of education because | think we're well set up to do
that. | will end ny comments there.

FACI LI TATOR LESLI E: Russ, Bob, both of
you did a nice job helping us stay on track. I f you
have a mnute, are there questions? Ckay. You're
both getting off easy. Ckay. Next up, Consuner
El ectronics Association with M. Virginia WIIians.
There you are. G eat. W have everything ready to
go.

M5. WLLI AVE: Good norning everyone.
Thank you to the FDA for inviting us. M/ nane is
Virginia Wllians. | work in technol ogy and standards
for the Consuner El ectronics Association or as many of

you know as CEA
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This norning's presentation is very short
and to the point. First, | want to tell you a little
bit about CEA for anyone that doesn't know. You may
think you know. It turns out we're probably nore than
you think you know already, the CE industry and how it
relates to radiological health and then sone
i nteresting observations fromour side of the industry
and possi bly how we can work together going forward.

CEA is a full service trade association.
So for those of you that are in the association world,
these are all very famliar activities. Qur m ssion
is to grow the consunmer electronics industry. That
nmeans in a Jlot of cases innovation for new
technologies and also to protect our industry from
outside forces as well.

W do standards, gover nnent policy,
research, education, the kinds of things that trade
associ ati ons do. Qur industry itself is very large
and we are probably one of the broadest industries
represented here today. W have over 2,000 nenbers
and every horizontal and vertical slice of the

industry that you <can inmagine, everything from
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of menber s, t he

traditional nenbers back to the days when the only

consuner el ectronics

days everything is
provi ders.

One thi
industry is so wd
ot her industries.

products or technol

nmost overl apping in today's subject

and | want you to

there was was radio and these

solid state, chip nakers, service

ng I'll say at

this juncture, our

e that it overlaps with a lot of

So it's often difficult to classify

0gi es. One of

know that for

the areas that is
isS mcrowave ovens

the nost part that

sector of our industry is represented very heavily by

AHAM | don't know if AHAM is going to present today

or not. But they have reviewed these slides and they

concur with our recomendati ons.

In the

area of technology and standards,

nmy departnent inside CEA, we are broken down by a

nunber of different commttees that wite standards or

hel p other people wite standards.

safety commttee and for the nost

actively witing new standards.

Any of

you that are
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standards' worlds have heard the expression, "The nice
thing about standards is you have so many of them to
choose from" Unfortunately, when you have so many
you have none. So we're not in the business of just
making work or trying to create new things just for
the sake of new projects. Were there is an existing
standard, it's our first choice to use that.

There are other aspects of the industry in
terns  of conformty assessnent t hat are well
established and we're very supportive of organizations
I'ike UL and ot her national | y-recogni zed t est
| aboratories or OSHA calls them Nerdl es. | think
they're rethinking that termeven as we speak.

There are a couple of areas of our website
that give you nore information about this and since
we're tine limted, | have sone extra slides. | f
these presentations are nade available, you'll see at
the end nore detail of each on the areas that our
standards and our other departnents work in.

| would like to just pause briefly and
recogni ze sone of the people that helped put this

presentation together. As a trade association, we're
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very menber driven. Qur RL conmttee is chaired by
JVC, Ted Marks, who is with us today and under R1l, one
of the many work groups that we have is radiol ogical
conpliance and health and that's chaired by Wyne
Mrick of Sharp who is also very instrunmental in
hel pi ng conpile coments and as they say, herd cats.

These are sone of the projects that we' ve
done recently that relate. There are a nunber of
others that probably don't relate to today's topic
that | could go into. Qur area of involvenent in
safety again is very wde. W' ve done things from
stability of TVs based on their form factors to nake
sure that they're not a liability physically and
mechanically to tip over and fall on peopl e.

VW' ve al so done sone work in audio health,
the proper use of our products. One of the things
that is very difficult in the CE world is constantly
evol ving technol ogy. So as new things conme out, there

are new things that people didn't think of and part
of how we help the public learn how to use these
products is through the product literature that

acconpanies them There are al so product warnings and
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marking right on the products and nore genera
canpaigns that we work with other partners to get the
word out in educating the public on safety of our
products.

This is another product area that we
worked in, another initiative for manufacturers not so
much for consunmers but for the industry itself to help
t hem know the proper ways to deal with radiation, x-
rays and no TVs. It's meant for nostly offshore
manuf acturers, sone gui dance for them

Most of the industry that we work with is
very mature and very safe and they' ve been doing this
for a long tine. So it's not so nuch for 70 percent
mar ket share nenbers that we worry about but the new
guys, the smaller conpanies that are comng into the
mar ket .

In the area of product safety, | nentioned

that we don't devel op new standards where they are not

needed. Qur preference is to wrk in the
international level with a nunber of agencies. Ve
provide financial support. W provide support for

experts to attend these neetings, to contribute and we
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facilitate comments from industry funneled through
these experts into these commttees. W also | obby
internally in the US wth other agencies and wth
governnent agencies for adoption of these standards
where they' re appropriate.

One of the things that we've noticed in
the international front in the last few years is a
hazar ds- based approach. It's a very systematic way of
anal yzing risk and understanding what the hazard is
and how to mtigate against it, |less prescriptive than
in the old days. Part of a novenent in a broader
sense of obj ect-oriented or per f or mance- based
standards setting.

By way of general comments, | think it's
safe to say that our part of industry is probably not
t he highest risk area. That's not to say that we're
not diligent but based on our track record, we think
for the nost part that we're very pleased to see the
CORH and the FDA in general |l ook toward nore
progressive changes and automati on and stream ining of
the nethods and focusing on the things that are nore

inportant, less on the things that are |ess inportant.
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Havi ng established a good track record, it's probably
safe to say that the reporting that we're doing now is
probably a bit of an overkill.

In general, our comments are going to be
nmostly about the reporting and nonitoring process. In
general in that area, we think that we can inplenent
some reduced reporting in the annual report to
mnimze that and probably no need for a product
report. The other area that we hear the nost coments
about is the customis form itself and how nmuch
information is either contained on it or the guidance
that goes with it and how to interpret some of the
areas that need to be filled in.

In mnimzing the annual report, the
decl aration of responsi bl e party S pr obabl y
suf ficient and a mast er list of aut hori zed
manuf acturers' nanes and their countries of origin or
another nethod to identify the contact person, again
keeping it sinple and finding a responsible party in
the U S. which nmay or may not be the manufacturer.

W think that we could afford to do sone

relaxation of the reporting rules for Cdass 1
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products. Lasers, televisions and mcrowaves are
primarily the products that we're talking about and
again mcrowave ovens is al so represented by AHAM

| think probably 1'm not going to read
this slide to you. On the custons form echoing the
sane sort of sentinments about the responsible party,
we think that this could be consolidated with just one
box that has the manufacturer's responsible party of
record. W could anend the instructions better to
explain and interpret and allow inport declaration
without reference to the dass 1 products not
specifically to the products but just to the party of
record.

In generalized standards, we can probably
help a little bit nore with the how to. | know a | ot
of agencies are struggling with this at the nonent,
how to do two things, point to the standards in
general, do you synchronize with them do you point to
them as a reference docunent, what if the standards
contain options, how do you decide which of them
you're going to allow, what about country differences.

So there are a nunber of aspects that need to be
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consi dered i n harnonizing the standards.

The idea of relevancy and tineliness. As
the standards evolve, how do the regs evolve wth
t hen?

O course, recognition of conpliance
marking. In an ideal world, there's one mark that all
countries recognize and the standards that the mark
represents even if they're country standards, are
har noni zed one standard, one size fits all, to the
extent possible and to the extent that the standards
exi st.

By way of exanple, it seens |like there has
been sone attenpt to do that but maybe not as snooth
as it could be. An exanple is Laser Notice 50 which
is only partially harnonized wth the International
Standards and this is ironically one of those areas
where partially harnonizing is alnbst worse than no
harnmoni zing at all. Al that does is create an
additional alternative and nore conplexity to the
probl em So we would advocate full harnonization to
t he standard.

In the area of education, we have no
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issues there to report but we are here to help and |
have a feeling you' re going to hear this from nost of
t he stakehol ders as well. W have as | said product
literature that conmes wth the products, ways of
mar ki ng the products, tags that go on the products, a
long history of knowing how to get the consuner's
attention appropriately.

And in addition to that, we have genera
awar eness canpaigns that we can help |aunch whether
it's through a print canpaign or other neans, on the
website. Many of you know that we put on the
International CES every year and there's a l|ot of
opportunity for coverage and for visibility to the
retail channel. So a lot of training is done to the
consuner through the retail channel

Maybe a little nore detail on these sane
t houghts will conme out later in the workshop today and
t onor r ow. In general, we have a |lot of opportunities
and ways that we can be supportive in standards, in
direct contribution of input for revisions that you're
maki ng in your programand in getting to the consuner,

getting nessages out to the consuner public.
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One thing, it's always bad to end on sort
of on a waggi ng-your-finger note, but | have to be
honest. One of the comments that we heard was that we
woul d prefer that you not cry wolf. If you want to
make changes, then we need to make changes. There
have been a nunber of attenpts over the years that
seem to have lost their nonentum and probably nore
execution and commtnment to the execution phase woul d
be in order.

If we have tinme, | have nore detailed
slides but otherwise, I'lIl take questions.

FACI LI TATOR LESLIE: Questions?

M5. WLLIAVG: Thank you. That's no.

FAC LI TATOR LESLI E: There probably will
be plenty of time for questions at breaks and | unches
and the Ilike. | suspect this will conme later in the
day. Thank you very nuch.

M5. WLLIAVS: Thank you.

FACI LI TATOR LESLIE: Ckay. Next up, M.
Christine Lung from the Anerican Society for
Radi ol ogi cal Technol ogi st s.

M5. LUNG Good nor ni ng. ASRT is very
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glad to be invited to participate in this FDA workshop
because this is the first tinme we've ever been asked
to participate. W are basically, | guess, the new
kids on the block when it cones to regul ati ons.

But in this overview, I want to frame this
as nore of an introduction to ASRT for you. | want to
give you a little bit of the background, the role of
radi ol ogi ¢ technologists, sone of the ways RTs and
CDRH can interact together, sone of the issues facing
our workforce and radiologic technol ogists' needs as
devi ce endusers. As you all know, technologists
follow the equipnment and having the opportunity to
comment when it comes to this aspect of imaging is
very inportant to us.

ASRT is the [largest allied health
association in the world. R ght now, we have a little
over 120,000 nenbers nmaking up 48 percent of all
regi stered RTs. This figure does not include the
nunber of imaging technologists out there are either
not registered or not licensed by states. W have no
way of capturing that nunber but we know that there's

a lot nore people out there doing nedical inmaging than
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what we really know to be true.

W represent diagnostic and therapeutic
technol ogists performng in nore 13 inmaging and
therapy nodalities including radiation safety officers
and quality inspectors and ASRT's role is to provide
radi ol ogi ¢ technol ogists with the know edge, resources
and the support they need to deliver quality patient
care.

As | said, the clinical role of RTs is to
provide direct patient care. Wth health care
resources being stretched further and further, RTs are
spending nore and nore tine with the patients that
they are either treating or inmaging. W are using
i magi ng equipnment to emt ionizing and non-ionizing
radiation for di agnosti c i magi ng as wel | as
t herapeuti c purposes. Qur role in the clinical site
is really to reduce and mnim ze radiation exposure to
patients as well as to the workers, radiologic
t echnol ogi sts and the public.

Radi ol ogic technology as | said has not
been directly involved with FDA or CDRH until M®BA

came along. The technologist's standards put in place
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by MXBA has helped us elevate the stature of our
prof ession and be recogni zed nore as a profession and
nore involved in patient care.

RTs are the equipnent endusers. Qur
patients are the beneficiaries of that use. But when
it cones down to actually putting the hands on the
equi pnent, we're the folks and a lot of tinmes we're
not only just the enduser. W're the repair person,
the designers of where it may go and we do a |ot of
input into how patient through-put goes on in
departnents.

W play a large role in educating
patients. Since we have probably the |argest anount
of patient interaction in the imaging sites, we do a
patient education work there and we al so are branching

into nore of a research role in assessing the
clinical efficacy of new imaging equipnment and
devi ces.

Since w are an old profession but
relatively new when it cones to be out there in the
public's forefront, we're finding out that there's a

general lack of public awareness about the inmaging
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t echnol ogy prof essi ons. Not many people know who RTs
are. They assune that radiologic technologists are
nurses or sonetinmes even physicians.

W really haven't been out there in the
forefront and as a result of this lack of public
awareness, we have also a lack of consistent and
uni form professional standards. W still have states
out there that have no education or certification
requirenents for persons who perform nedical inmaging,
pl ant and deliver radiation therapy.

W also are seeing a difficulty with RT
education not keeping pace wth the energing
t echnol ogi es. One facet of that that we're dealing
with right now is fusion inmaging, the conbination of
PET and CT for exanple. W have a nunber of
technol ogi sts that are CT certified and a nunber of
nucl ear nedi cine technol ogi sts who are PET certified.
However, when it conmes to fusing those two distinct
nmodalities together, you run into a personnel issue.
They may be one but not the other.

W are currently comng out of a relative

work force shortage. Three years ago, the Anerican
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Hospi t al Associ ati on reported t hat radi ol ogi c
technol ogy' s vacancies in hospitals was eighteen and a
hal f percent, higher than that of nursing.

W also are running into nore and nore
wor kpl ace injuries because of |ack of ergonom c design
controls when it cones to equipnment as well as patient
[ifting. So that is really an inportant issue to us
right now W're having a shortage in the work force
and we certainly want to keep them healt hy.

One way that ASRT can assist as endusers
of devices is that we want to work with manufacturers
in devel opi ng user education tools. As | nentioned,
PET/CT has been a little bit of a speed bunp for us.
W really need to know what's going on in the
manufacturing area so that by the tine equipnment hits
the hospitals we have technol ogists that are educated
and can fully utilize that equi pnent.

W want to assist in the ergonom c design
of equi pnent including patient assistive devices. W
realize that ergonomcs is playing nore and nore of a
role in the delivery of health care and with Anericans

tending to becone a little bit wider as they are now,
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getting patients into CIs, Mrs and under C arns is
becom ng nore and nore of an issue. So we certainly
want to nmake sure that we can get patients imged and
treat ed.

Also we want to provide input on nethods
and techniques to reduce radiation does to patient.
This is really the nost paranmount we have on our |ist.

Patients are relatively uneducated when it cones to
the amount of radiation that they receive in nedical
imaging. W want to nmake sure that we can bal ance and
provi de sone equilibriumfor themwhen it conmes to the
medi cal necessity of the exam versus the radiation
saf ety aspects.

Just a brief thank you. W really
appreciate the opportunity to be here as well as we
| ook forward to working with everyone when it cones to
providing safe and effective patient care and we
certainly appreciate the opportunity FDA and CDRH have
given us to be here today.

FACI LI TATOR LESLI E: Ckay. Dr. Charles
Chanber s representing the American Col |l ege  of

Cardiology and the Society for Car di ovascul ar
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Angi ography and Intervention. You' re on.

DR CHAMBERS: Good norning and thank you
for having ne here this norning. As nentioned ny nane
is Charlie Chanbers. ['"'m from Penn State Hershey
Medi cal Center. |'ve been Director of the Cath out
there for ten years and Director of Nucl ear Cardiol ogy
for about 15 years.

|''m here representing the Anerican Col | ege
of Cardiology and the Society for Cardiovascul ar
Angi ography and Interventions. The Anmerican Coll ege
of Cardiology as nost of you are aware is
approxi mately 31,000 nenbers, all aspects and basis of
non-i nvasi ve i magi ng.

The Soci ety for Cardi ovascul ar Angi ogr aphy
and Intervention is a nore specialized group of
i ndividuals where | serve as Board of Trustee for that
group. |"ve been Chairman of the Laboratory
Performance Standards Commttee for about three years.
That group is 3,400 and is involved in both invasive
and i nterventional procedures.

You can tell an I nterventiona

cardiologist when he can't find a button to push.
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Thank you. I'"d like to again thank the group of CDRH
and the FDA for having cardiology here today. | think
what's inportant to enphasize is that cardiol ogists as
a group, the Anerican College of Car di ol ogy,
represents i nvasi ve, I nterventi onal
el ectrophysi ol ogi st, nuclear, but also cardiologist in
training and as a group when we practice, we're
actively representing the nurses and |aboratory
support personnel.

It's inmportant to keep in mnd and | think
part of ny role here today is to enphasize that we as
a practicing cardiology group are routinely exposed to
radi ati on ourselves and our patients and they rely on
the cardiologist's judgnment from the initial office
visit into and including the procedure and nore
inportantly, we are actively involved 1in these
patients we see back in foll ow up. W encourage the
FDA and the CDRH to include all physician specialists
that use ionizing radiation in their proposals and
we're again thankful for the opportunity to speak here
t oday.

My comments today will be initially a few
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general conmments and then specifically as requested to
address nonitoring, standards and education. First of
all, as I'm sure nost in the audience are aware,
there's a significant variation between diagnostic and
i nterventional procedures. Having perfornmed over
10, 000 di agnosti c pr ocedur es and over 3, 000
interventional procedures in ny 20 year career, there
certainly is a variation in those avenues and it's
essential that those be separated with respect to
st andar ds.

The FDA from our st andpoi nt it's
i nportant when they put together standards to work to
establish policy to talk with other organizations.
OSHA is seeking to determne whether regulations in
the workpl ace, i oni zer regul ations, should be
nodi fi ed. It's inportant that these regulations be
coordinated with the FDA proposals.

W want to avoid any potential conflicting
or burdensone regulations in the catheterization
| aboratory.

Though the NRC has not been involved in

ionizing regulation, it's inportant that they be
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involved if appropriate as well as any state or
regul atory bodi es.

Wth specific comments wth respect to
standards, the ACC and the SCAl are interested in the
reference of the CDRH with respect to the chall enges
in enforcement of these regulations. W're very
interested in how this program first into the FDA's
June 2005 final rule on Performance Standards for
D agnosti ¢ X- Ray Equi pnent.

Wth respect to the coments on the CDRH
plan on the gl obal concept, several issues have to be
addr essed. In particular, the NCRP and ICRP, the
coordination of the wvarious groups need to be
addressed and the FDA should be encouraged as it does
today wth incorporating the various organizations to
be encouraged to engage nmanufacturers in these
di scussi ons.

I think the first presentation this
nmorning addressed sone of the CDRH prograns and
particularly the better classification of nonitoring

What the ACC and the SCAl are concerned about wth

the respect to the CDRH nonitoring section is to
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specifically define what they nean by nonitoring and I
think John did a good approach with this earlier in
the norning. But what we are concerned about is it's
essential to include cardiology in this nonitoring
pr ocess.

There are various stakeholders in all
areas of this incorporating data and particularly with
cardiology with the ability to take these patients
from before the procedure, follow them through the
procedure and wth followup we offer a unique

perspective in the opportunity to see these patients

long term And with respect to nonitoring if life
long cumulative dose and things Ilike that are
involved, | think the cardiology group offers a unique

opportunity for this.

Along those lines, the ACC and SCI A have
several data collection vehicles, the SCA with the
Hear t Rhyt hm Soci ety and t he Soci ety for
I nterventional Radiology and NCC are working with the
National Cancer Institute to field retrospective and
prospective studies on operator radiation exposure in

the catheterization | aboratory.
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offers to its 31, 000 nmenber s and over
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the ACC

2, 000

cardi ocatheteri zation |aboratories is the NCDR The

NCDR actually has three separate nonitoring

gr oups.

It has the PC where approximately 650 cath |abs

participate where they have over two mllion

records

of interventional procedures perfornmed. It also has a

dat abase for inplantable cardiodefibrillators and al so

is working on a carotid stenting registry that
in place.

In 2003 with efforts from severa

is now

peopl e

here in the audience, an SCAl nena-phantom was

established for image quality assessnent

cardi ocat heterization |aboratory and we have

in the

that as

an imaging quality assessnent tool that's being put

into place. But again, the ACC, NCDR and the

phantomregi stry are voluntary proposals.

I magi ng

W as a group were very interested in the

educat i onal conponent pr oposed by t he

particularly the website issues. One of the

CDRH

earlier

speakers tal ked about the limtations of websites, the

inportance of the ability of people to know what's
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there and to access it. Wth the 31,000 nenbers of
the Anmerican College of Cardiology as well as the SC
dat abase, there's a large nunber of access ability
fromour nenbers to the various websites.

W have very active websites in both the
ACC and SCAI. The ability to link these websites to a
proposal wth the CDRH | think offers a unique
opportunity for bot h prograns to i mpl enmrent
particularly in the educational opportunities.

Over the years, the ACC has in conjunction
with SCAl and other organizations has put together
several docunents in the area of radiation safety.
Additionally with respect to the board exam nations
we now have approximately 5,000 interventional
cardi ol ogi sts t hat are board certified in
i nterventional cardi ol ogy. That board exam nation
i ncl udes approxi mately 30 percent of the questions on
i magi ng and radi ati on safety.

The docunents that have been put forth by
our society are listed here. In 1998, our first mgjor
publication from ACC. It was a general overview of

radiation safety and an introduction of the IR
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princi pl e.

Wth respect to training in cardiol ogy, we
have our docunent published in 1999 and an overall
standard for the cardiocatheterization |abs. Agai n
with sonme participants here in the audience, we are
very pleased with the position statenent that was
published just Ilast year, "A dinical Conpetence
Statenment on Physician Know edge to Optimze Patient
Safety,” which has been an excellent tool for the
cardi ol ogy conmunity.

And nost recently in the area of CT
i mgi ng which we encourage all groups to be actively
participating in, we published our clinical conpetence
statement. That was endorsed by the Society of CT.

Again, | would like to thank the FDA and
the CDRH for having us here today. It's ny pleasure
to represent the ACC and the 31,000 nmenbers as well as
the Society of Car di ovascul ar Angi ography and
I nterventional . W feel we offer a unique, broad-
based, patient foll owup opportunity to work with this
group and we encourage this to be achieved and we | ook

forward to any opportunity to work with all. Thank
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you for your tinmne.

FAC LI TATOR LESLI E: Thank you, Charles.
So first, thank you speakers for staying with the
schedul e. Now | don't know whether we tw sted your
arnms and threatened bodily harmif you didn't stay on
schedule or not but we've wound up a little ahead of
schedule. So thank you very much.

| would actually like to take advantage of
this being a little ahead of schedule and if you wll
allow a little period of open mke and if there are
things that ought to get said, read into the record
here, points of view, you are stakeholders in this
radi ol ogi cal health business and there may be sone of
you that aren't scheduled to present that actually
would like an opportunity to say sonething, to raise
up an issue or sonething that we mght not ought to
over | ook. So | would actually Iike to take a mnute
here and allow anybody that would like to speak an
opportunity to do that. W'Il still probably break a
little early for lunch but it's an opportunity I'd
rat her not pass up

Frankly, that includes the folks from
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CDRH. If there are things that any of you would w sh
to say, |'d say you ought to feel free to step to the
m ke and have that say as well because this is a
community of stakeholders and we all have a point of
viewin this and we all have a role to play.

So anybody's point of view on this 1is
worthy of hearing. So let nme say anybody that would
like to speak either asking a question or nake a
statenent please raise your hand or a head to the
m cr ophone. This was intended to be an interactive
exerci se. You' re on. Just say your nane again and
say where you're from

MR McCORM CK: I'm Luke MCormck wth
U S. Custons and Border Protection.

FACI LI TATOR LESLI E:  Thank you.

MR MCORMCK  And what | want to do is
reenphasi ze what |'ve heard from a nunber of people
here al ready. Make sure that any regul ations you put
out there are in <conformty wth the Nuclear
Regul atory Comm ssion, OSHA as well as all the other
little regulatory agencies. Especially when you get

into a nationwide program it is amazing how many

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

118

conflicting regulations there are in the Federal
CGovernnent al one. Wien we start adding in individua
states, it's a ness.

FACI LI TATOR LESLI E: Wonder f ul . Thank
you. Qhers? Tom are you com ng around?

MR SHOPE: Yes, nobody else is.

FACI LI TATOR LESLI E: Cay. Cool . | was
told you weren't a shy group. |I'ma little surprised
here.

MR SHOPE: | wanted to nake a comment and
t hen maybe --

FACI LI TATOR LESLI E: Tom identify

your sel f pl ease.

MR SHOPE: kay. |'m Tom Shope with the
Center for Devices and Radiological Health. One thing
| wanted to just nention. There's top of regulation
and | just want to nmke sure people understand, are
aware and are thinking about the kinds of regul ations,
the kind of regulatory authority that FDA has and our
authority to regulate cones through the Congressiona
| egislation that gives us a charge or a mssion or an

authority to do regulations and those currently wth
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t he exception of manmography whi ch addresses the whol e
clinical practice of manmogr aphy gives us the
authority to regulate the performance of electronic
products that emt radiation and we can regulate the
manufacturers and establish standards for which
manufacturers have to conform and certify their
products.

W al so have the nedical device anmendnents
to the Food, Drug and Cosnetic Act that also gives us
the authority to regulate the manufacturers by acting
as gatekeepers to what can be nmarketed in the U S
that's illegal to market products that haven't been
either approved or cleared by FDA depending on the
cl ass of the product.

We don't have the authority to do anything
else in terns of regulations. So | wanted to get that
out there. W're not an authority to regulate the
practice of nedicine, how products are used. W could
if Congress passed another legislation that gave us
some of these authorities and equi pped us to do those
kinds of things. But we're not at that stage. So the

thought that FDA is going to regulate occupational
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exposures, what technologies can do, the kinds of
monitoring that physicians mght have to do of their
patients, all those things are outside our realm of
responsibility currently.

So that was ny little coment to put in
perspective what we can do from a regulatory
st andpoi nt . It can always if Congress changes
sonet hi ng.

The second point | wanted to make was to
ask a question and perhaps get people to think about,
our current process for establishing nandatory

performance standards which is the notice and conment

rul emaki ng pr ocedur es as | ai d out in t he
adm ni strative procedures. In Europe, they don't
quite have that I nvolved process to take an

international standard and have it apply and be
mandatory in the European countries. They have a
nmet hod whereby they can through the CENLEC procedures
which is basically a commttee procedure.

If a international consensus standard is
approved and thought to be effective for wuse, it

doesn't have to go through notice and coment
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rul emaking. So the point | wanted to pose is what is
the opinion, reaction, thoughts of the group as to
suppose Congress where to give the secretary the
authority not to establish a mnmandatory perfornmance
standard by notice and coment rulenmaking but the
authority to recognize an international or national
consensus standard devel oped by a consensus group in
an open process recognize that standard and by that
recognition require conformance with that standard for
any product of that type sold in the U S It would
not be the notice and comment rulenmaking that gets
into the environnental assessnent, the regulatory
assessnent, the federalism assessnent, al | t he
assessnents that are tied up currently in the notice
and coment rulemaking, the whole cost benefit
analysis stuff that is required when the Federal
Governnment does a regul ation. But if you' re dealing
with an international consensus standard that's been
developed in a consensus process by the industry,
i nterested professional groups, the regulatory groups
of the various countries and voted on by the nationa

commttees of the countries, perhaps there is a
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sinpler process that we mght wuse to adopt a
regulatory approach to requiring conformance to
international standards but that don't have the
bottl eneck that we currently have speaking from sone
firsthand experience recently.

W're not going to talk about this in any
nmore greater detail today but | wanted to take the
opportunity to pose that question to get people to
think about how acceptable would that approach be.
Wul d industry be wlling to deal with that? Wuld
the consuners think that's appropriate? Wuld they
want to always have this notice and comment rul emaki ng
process rather than relying on an international
consensus standard? Food for thought hopefully.

FACI LI TATOR LESLIE: Cood. So that's
rhetorical but for tonorrow, Tom has either seeded the
clouds or chummed the water depending on which image
you have and the |ike. Ckay. G her coments?
Anybody else? This is a good tinme to get provocative
if you want to put an idea on the table. The whol e
intention of the day. Wit sir. One and then you're

next . Pl ease. Before you start, then what we'll do
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is if we finish you all saying anything early, we'll

adjust lunch a little bit. QG herwise, we'll stay on
schedul e. Sir, who you are and where you're from
first.

MR MATHER  Rich Mather, Toshi ba American
Medi cal Systens. | just had a quick coment on Bob's
t hought about the website and the education for the
gener al public. It's <certainly disturbing and
definitely a problem that the public gets all their
radiological information from the press and via us.
It think it's a great idea once we get it out there to
make it avail abl e and seen.

My only concern and maybe a trick that we
have to get to do it is that |I think there's a general
public mstrust of the governnent especially when it
comes to radiological issues and whether they would
believe it comng froma governnent body and how do we
address that. I think there's a nore trust of the
press than there is of the governnent in general. So
it would be good to get it out there but also to get
it into a position that it's believable and they feel

they can trust what they read. Just a comment.
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FACI LI TATOR LESLIE: Cool. Thank you very
much. Sir, you're next and then Bob, you.

MR MORTON: ' m Bob Morton. | represent
my own conpany, Quality and Regul atory Services and |
consult for nedical device nmanufacturers and have done
so for the last 12 years. But | used to work at the
Bureau of Radiological Health/Center for Devices and
Radi ol ogi cal Heal t h.

So | have a comment specifically at this
time about these international standards. Bob Britain
was right. |It's tenpting to just latch onto these but
| served on a commttee developing the internationa
standards for |EC for radiation therapy equipnment and
it's not an easy process. It takes years. It doesn't
keep up with technology and the application of that to
get the CE mark is very variable. It depends on who
you hire to get your CE mark as to what clauses of the
standards they think applies to your device.

So it's not even uniformto get a CE mark
for the sanme kind of device for two manufacturers if
they use two different certifying bodies. The first

thing is when they say | conply with IEC 601-1, the
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Electro Safety Standard, it's inpossible that they

conply with all clauses. They don't mnake a device
that has the need to conply with all clauses. So
that's already wong. They can't do it. But we say

we do it. The manufacturers say they do it.

So to just shift over to an international
standard is just pulling the wool over the consuners
eyes in ny opinion because the consuner thinks the
governnment is actually looking out for them and this
perceived risk aspect, they think there's sonebody
protecting them from radiation and if you shift over
to sonme international selectivity nmeasure, they're not
going to have that protection.

Lastly, what is the criteria for this risk
base? 1Is it like the traffic |ight approach? Three
deaths at an intersection and we can have a traffic
light? How do you decide risk?

I'm also involved wth conpanies in
reporting adverse events to nedical device reports,
ARGs and the like and | al so know what's not reported.
So | don't think you know what the risks are by

| ooking at those and | also don't believe that the MOR
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reports are analyzed today to |look for risk because |
know what the reports are that go in for sone
manuf acturers and there should have been FDA action
based on what was witten. So | don't think you know
the risk and I would hesitate a great deal to go to
| EC standards for the new nethod of regulating this
i ndustry. Thank you.

FACI LI TATOR LESLIE: CGood. Thank vyou.
You know if these questions were easy, we wouldn't
have to get us all together. But these points of view
need to be heard. John.

MR VILLFORTH: John Villforth. 1'm going
to need a little help on this from sone of the old
timers |ike Bob. But as | recall, the Radiation
Control for Health and Safety Act's primary intention
for regulating these products that were described here
is through the Federal Mandatory Performance Standard
of which you heard a | ot about today and which | think
it's been agreed has a lot of problens in getting
those current and the enforcenent activity that goes
withit.

There is another provision of the Act and
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that is the defect provision. Basically it says in
the absence, |'m paraphrasing and that's why | need
Bob's hel p, of a mandatory Federal per f or mance
standard if there was a product or a class of products
in which there is problem | don't know how to define
that and these aren't the words of the Act, but there
is sonething like that that is of concern, the FDA can
come in and regulate that product as defective and
require refunding of the noney to the consuner,
repl acenent or repair. | think those are the three Rs
that were listed in the Act.

So on the one hand as we go about
discussing this is that reconmmended approach of the
Act of mandatory Federal performance standards. But
there's sonething else in there which is not very
clear and it probably depends to a |large extent on the
role of general counsel as to how nuch they're going
to support sonething versus how nmuch sonething is a
m nor discrepancy with sone international or whatever
ki nd of standard before you take action.

But there is a hamer in that Act that

shoul d not go unconsidered and that needs to perhaps
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get on the table to get resolution to the people who
are involved wth the standard setting to get
resolution on the part of FDA CDRH as to what extent
m ght that be used and how extensive should it be. 1Is
it left to the judgnent of the people who see a defect
as to what a defect is | think it is or what | call as
a defect that's a defect or whether in fact there can
be sone clarification, just to put that other point
for consideration?

FACI LI TATOR LESLIE: Good. Thank you,

John.
M5. APPLEGATE: Ki nberly Appl egate again
From an enduser perspective, | would just like to
raise a different issue which is that | wunderstand

regul ations are quite conplex for getting things on to
the market. But as an enduser, |'m concerned about a
lack  of regul ation of use of the equi prent
particularly the higher radiation emtters and in
particular | think it would be interesting to address
the oversight and this is just a check and a bal ance
concept that we all wunderstand given our governnent

that there is no check and balance or very little
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check and bal ance outside of the community hospital
setting. |If you |look at where these devices are being
used and where the growh is, it is not in the
community hospital setting where there is commttee
oversight by professionals, but it's outside of that
in specialty hospitals and in outpatient setting.

FACI LI TATOR LESLIE: Geat. Thank you.

MR MR CK Wayne Mrick from Sharp
El ectronics. | just have a general comment and a
guesti on. There's a group known as TEPRSSC that

represents a lot of the stakeholders as spoken this
nor ni ng. The question would be what role wll they
play in devel oping the plan and inplenenting the plan.

FACI LI TATOR LESLIE: Ckay. Thank vyou.
John, let ne look to you. Is that a question that
cones out of tonmorrow or is that a question you
actually have a view on you would want to talk to at
the nonent? It's really TEPRSSC s rol e goi ng forward.

DEPUTY DI RECTOR McCROHAN: | don't know if
that's going to be conme out of tonorrow s discussions.
One of the things that | would say is that it's clear

if we take any actions to alter any of the nmandatory
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performance standards, any of our regul ations, we have
a legislative obligation to consult wth TEPRSSC So
it's natural that they would be involved in sonme of
the processes that we've been tal king about vis & vis
t he standards this norning.

In recent years, we've tended to broaden
their role and we've used them if you wll as a
sounding board and we've had conversations wth
TEPRSSC in areas that weren't really regulatory. How
should we approach various things and so on? W
haven't met wth themreally recently. There's not to
ny know edge another neeting scheduled as yet but we
certainly would expect to bring them up to speed on
where we are and where we plan to head and use themin
that consultative role even outside the area of
regul ati ons per se.

FACI LI TATOR LESLIE: Ckay. Bob.

MR BRI TAI N Bob Britain with NENA I
just want to say a few things about the |IEC standards
or the 1SO standards which are International Standards
and I'm not going to conpletely disagree with Bob

wherever you are, Bob. But | just don't think you can
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throw them out. W just have to make them better,
probably have to do a better job on the commttee work
if Bob is seeing that sonetinmes these don't work
properly.

The world cannot exist wthout these
i nternational standards. A group like NEMA has to
| ook gl obally. Most of our manufacturers are gl oba
manuf act urers. W cannot have countries |ike China
and Korea and Japan and FEurope comng up wth
different standards. So where do you start? You have
to start fromIEC or International Standards and then
they trickle down.

The ot her thing, Bob was tal king about the
CE mark and CENLAC and CEN these standards, yes
they're taken from ISO and IEC and nost of the tine
they're mrror inmages. Sonetinmes there are a few
changes but they're voluntary standards. They' re not
regul at ory standards.

In Europe, you are required, a device
manuf act ur er S required, to neet essenti a
requirenents as part of their law. ~And you can do so

by either saying that you will neet standards that are
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directed to the certain essential requirenents or you
can describe how vyou <can neet the essential
requirenents w thout actually neeting a CEN or CENLAC
st andar d. | just wanted to clarify that for the
record.

FACI LI TATOR LESLIE: Good. Thank vyou,
Bob. Ckay. | don't see anybody else standing up.
Let's take this opportunity and go to | unch. Now as
we do that, here's a couple of points. (1) v wll
have the room open and there will be sonebody here.
However, | would carry your phones with you. | do a
little |ooking after your stuff. | don't know that
it's not safe but I'm not prepared to guarantee that
|"m going to sit on top of everybody's laptop for an
hour and a half. So just know that.

Secondly, | would like to reconvene at
1:15 p.m That's what your agenda says for the start
time. Wen we get back, tell ne whether the anount of

time it takes to actually get fed is about right

because then we'll know what to adjust if anything
tonorrow for the |unch. QG herwise, we'll cool it off
a little bit between now and 1:15 p.m So we'll

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

133

reconvene at 1:15 p.m Thank you very much for the
nor ni ng.

(Whereupon, at 11:52 a.m, the above-
entitled matter recessed to reconvene at 1:14 p.m the

sane day.)

AFT-EERNOON SESSI-ON
1:14 p.m
FAC LI TATOR LESLI E: Al right. Are we
ready to go? Two quick things if I mght as we begin
this afternoon. First of all, does the anmount of tine

we've allotted for lunch seem about right or did you
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wind up with time on your hands you w shed we would
have been back in session? Is it about right? Too
long? Too short? It's okay. Al right. Good.

Second thing is check vyour cell phone
pl ease. Get themon vibrate or off or sonething. You
know after lunch we all forget to do that, ne
i ncl uded. Ckay.

The afternoon |ooks like this. W have a
series of presentations, then a break, public coment
period. If we wind up with extra tine, look for ne to
do open mke again and allow those who have sonet hi ng
to provide us that prepares us to better discuss the
issues tonmorrow, we'd like to hear from that. ' ||
wap up the afternoon with a few words about how I|'d
like tomorrow to go and then we're off. Wth a little
luck, many of you will stay and have sonething with us
at the bar and say hello to people you haven't yet net
because this is a wonderful opportunity to put nanes
and faces together and see old friends and nake sone
new ones.

Wth that, let nme get into the agenda.

The Anerican Coll ege of Radiol ogy, Pam Wlcox. You're
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on.
M5. W LCOX: Thank you. It's a pleasure
to be here. Again as with the other speakers, | want
to thank the FDA and CDRH for inviting us to
partici pate. | think this is an exciting initiative
and the ACR is very supportive of these proposed
changes from CDRH
|'m the head of the Departnent of Quality
and Safety for the Anmerican College of Radiology and
so I'"'mgoing to primarily focus on what we do within
that area of the organization. But just to give you a
little bit of background about who we are for those of
you who don't know, there are over 30,000 nenbers in
the ACR It i ncludes radiol ogists, radi ation
oncol ogi st s, medi cal physi ci st s, nucl ear nedi ci ne
physi cians and interventional radiologists. There is
nmore than one interventional radiologists.
This is the mssion statenent of the ACR
I think it's key to thinking about what we're doing
and how we can col |l aborate as a community of radiol ogy
and with the FDA and CDRH Qur primary focus is

advancing the science of radiology, inproving the
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quality of pati ent care, provi di ng conti nui ng
education for radiology and allied health professions
and conducting research for the future of radiol ogy.
All of these go very nicely with the proposals that
we' ve been hearing about all day.

First of all, we have practice guidelines
and technical standards. These are very different
than what we were talking about in the context of
standards this norning. They're really nore | ooking
at specific training skills and techniques. They
don't focus as much on dose. Al t hough we do have a
practice guideline that's in physics for the reference
values and we'll talk a little bit nore about that
| ater.

There are educational tools designed to
assi st practitioners in provi di ng appropriate
radi ol ogi cal care for patients. There are over 160 of
them now and we go through a consensus building
process and then they are approved by our council at
t he annual neeting. However, they are not intended to
establish a legal standard of care but rather to be

educat i onal pieces.
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We have accreditation prograns in all of
t hese nodalities. As was nentioned earlier under the

Manmogr aphy Quality Standards Act, the ACR is the

nati onal accrediting body. There are a nunber of
states that also accredit within their borders. Ve
accredit 12,975 wunits in the country currently. So

t hese nunbers are unit nunbers.

W also have prograns in stereotactic
breast biopsy and breast ultrasound and biopsy. CT is
a relatively new program and we'll talk a little bit
nmore about sonme exciting data that's going to be
comng out of that program now that it's reached its
three year anniversary. VR . Nucl ear nedicine. The
PET program again is also relatively new but may fit
well with sone of the things we want to do here.

We have appropriateness criteria. | was
pl eased to hear John say right exam for the right
reason, done the right way, wth the right dose.
Ri ght now, appropriateness criteria is doing the right
exam for the right reason. G ven a set of clinical
condi ti ons, what is the right exam the nost

appropriate examto be done for that patient? It's to
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enable referring providers as well as payers to nake
t he appropriate decision about imaging. W are in the
process of looking at dose and |inking dose to the
appropri ateness criteria, too. So there will be even
a stronger educational tool going forward.

O her products that are in the Departnent
of Quality and Safety include quality control manuals
i n mammogr aphi es, stereotactic breast biopsy, MI and
the ever popular barium enena. They're al ready
asl eep.

W also have a program called RADPEER
which is a peer review program for radiol ogists. As
they're doing interpretation, they pull out old cases
from the jacket and they score according to whether
they agree with the diagnosis that was nmade or whet her
it was a mss. And it's a quality inprovenent
program W collect data. It's all deidentified but
we provide benchmark reports back to the facilities.

Bl RADS, anyone in nanmmography or breast
cancer is probably famliar wth this |exicon that was
originally developed in the very early 90s by the ACR

and now includes not just nmamography but MR and
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breast ultrasound.
W al so have a white paper on M safety.
One of the things I'd Iike to hear a little bit about
is is there any role for the CORH in M. No, it's
not radiation but is there sonething that we should be
| ooking forward to given the safety issues in MR ?
| want to talk a little bit about our new
initiatives because | think these are sonme things that
will be very much interesting to this group in going
forward in collaboration with the CORH is very viable
and would be very exciting. I nmentioned earlier that
from CT accreditation we have dose data. W have data
from over 820 units col |l ected t hr ough t he
accreditation process over the last three years and
the dose data is conpared against the reference
val ues, so the adult head at 60, adult abdonen at 35
and pediatric abdonen at 25. W had a neeting just
|ast week to look at this data. W're going to be
doi ng sone further analysis and expect to get a paper
out early next year to really get the word out about
how to reduce dose and optimze image quality. That's

what this is really all about. W'd like to work with
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CDRH on dissem nating this information going forward.

We have another new initiative that we'll
be kicking off right after the first of the year.
It's a dose reduction program and again, we'll be
inviting CORH to appoint soneone to participate in
this commttee. It wll be an effort to educate
radi ol ogi sts and radiologic technologists about ways
to achieve diagnostic quality inmages with the | owest
dose possi bl e. W are all famliar ALARA but ALARA
often, | think, notivates people to do optinmal imge
quality when acceptable diagnostic quality doesn't
necessarily mean the sane thing and we may be able to
reduce significantly nore.

W need to educate referring physicians
and Dr. Applegate talked about the issues wth
pediatrics. W really need to get the word out to the
referring physicians about dose issues and to the
public as John was speaking about this norning,
choosing the right exam for the right reason with the
| ose possible radiation exposure. Again, as |
mentioned earlier, we're going to be linking dose to

the appropriateness criteria as part of this
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initiative. W really need to get the nessage out
what diagnostic quality is versus optimal inage
quality.

Another new initiative is what we're
calling National Radiology Data Registry or NRDR  And
NRDR will be an unbrella registry that wll include
nodal ity registries, for instance a PET registry and
that's been nandated by Medicare. There wll be a
registry for carotid stenting as well.

Then under GRID which stands for General
Radi ol ogy Informati on Database, we will be |ooking at
performance outcones as well as adverse events,
contrast reactions, things like that. RADPEER t hat |
mentioned will also fit under this registry and then
the Dose Registry that Dr. Ritenour talked about this
nmorning in terns of collecting dose from CT will also
be a part of this data collection. So as tine goes
on, we'll have a really rich database that will allow
us to mne it for real benchmarks and educational
materials back to facilities as well as on a nore
uni versal basis through publication

So having said all that, | think there are
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| ots of opportunities for collaboration. Sharing data
as part of the nonitoring initiative of the CDRH can
be done through projects like the CI Dose Collection
Initiative. Coordinating dissemnation of new data
and gui dance, educational prograns through the CDRH
again | think there is a lot of information that
radi ol ogy and oncol ogy radiology has to share but we
need to find multiple avenues to get the information
out there.

Clearly, we can reach the radiol ogists and
the nedical physicists in our conmmunity. But how do

we reach the other physicians who are using inmaging?

How do we reach patients and payers? | think | ooking
to CDRH to help <coordinate that as well as
facilitating international cooperation. W heard

about consensus standards this norning. That's going
to be a key el enent going forward.

| was pleased to hear John tal k about the
use of consensus standards rather than nmandatory
standards. Because as we all know, the way technol ogy
is evolving so rapidly if we have nmandatory standards

the unintended consequences could certainly be to
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limt technol ogy going forward. So with that, | wll
finish.

FACI LI TATOR LESLIE:  Any questions? John.

DEPUTY DI RECTOR M CROHAN: I"m John
McCr ohan. One of your slides, Pam talked about the
CT dose collection and the reference values and |I'm
struck by the fact that at least at the nonent there
are in CT reference values for the adult head, the
adult abdonmen and pediatric abdonen. | guess ny
guestion is for you and for others and perhaps for
conversation tonmorrow is that a picture of what's
going on in CT. Does that have sufficient
granularity? Are there enough reference values for
t he purposes that we have collectively in mnd? Is it
sufficient a sense, let's say, of what the national
average is for CT or whatever of the head, the chest,
t he abdonen irrespective of the procedure that's being
done in that area?

You nentioned a nunber of things where if
you're going to do a stent placenent, you mght do a
procedure one way. If you were going to do a genera

di agnostic survey, you mght do sonething else. So in
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t heory, how far ought we to go in terns of trying to
make our picture of what exposures and doses are
richer using CI as an exanple of those three things
where we ought to be or are we hoping to go further
with that?

FACI LI TATOR LESLIE: John, | think in
terme of the dose registry beginning with CT it's
going to be key. The concept as | understand it, and
"1l ask Dr. R tenour to speak or maybe even Jeff may
be able to speak to this nore since this is an AAPM
ACR project, it's ny understanding that the idea is
you take an exam and you wll be able to through
software automatically upload to this registry what
your dose is for a given exam | think that's the
kind of data that we're really going to need.

Head and abdonmen are inportant. The
reference values cone from Europe. But as we were
tal king about |ast week at our neeting, you're doing a
liver and how many tinmes do you go through the sane
body part to do an abdonen? So what's the real effect
of dose as opposed to these particular reference

values? | think we can get there.
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How we w | achieve participation in the
dose registry is another issue. That's one that
worries me a little bit. In an environnent where nost

imagers including the technologists as well as the
physicians are overtaxed, tinme is of the essence. How
do we nmake sure that we get out what we really want to
get out w thout adding to the burden?

FACI LI TATOR LESLIE: CGood. Thank vyou,
Pam Next, Dr. GCeoffrey I|bbot, Anerican Society for
Ther apeuti ¢ Radi ol ogy Oncol ogy. W have you ready to
go. Geat. You're on.

DR | BBOT: G eat. Thank you. Yes, |I'm
Geoff Ibbot. 1'ma nedical physicist at MD. Anderson
Cancer Center in Houston. I work in the Radiation
Oncol ogy Departnent there. And |I'm here on behal f of
the American Society for Therapeutic Radiation
Oncol ogy, ASTRO to talk to you about ASTRO s position
and interests on sone of the things we've been hearing
about today.

ASTRO is the largest radiation oncol ogy
society in the world. Virtually, all radiation

oncologists in the U S are nenbers but there are many
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international nenbers as well. So all together, there
are 8,500 of us including nedical physi ci st s,
radi obi ol ogists who play a very inportant role in
radi ati on oncology and also oncol ogy nurses who cone
to ASTRO for educational opportunities.

And you'll hear sone simlarities between
this presentation and Pamis a nonment ago because
radi ation oncology and radiology work very closely
toget her and have many of the sanme interests. And of
cour se, ASTRO s  pri nci pal i nt er est is advancing
patient care by providing access to radiation oncol ogy
and assuring the best possible treatnent.

Now | was interested to hear the comments
about patient education because one of the issues for
radi ati on oncology is msconceptions on the part of
patients, nenbers of the public, even referring
physicians who don't always understand how radiation
can be beneficial when they believe all these
statements. So public education is certainly an issue
for ASTRO

In ternms of regulations, again ASTRO s

primary goal is ensuring that patients who need
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radiation therapy can get it. So while regulations
have a very inportant role in assuring consistency and
quality, we have to be careful that they don't inhibit
access to procedures and to the devel opnent of new
t echni ques.

So listed here are the agencies you're all
famliar wth that already play some role in
regulating radiation oncology, the NRC of course,
especially for radioactive sources, the FDA Wil e
the MXA doesn't affect radiation oncology directly,
that is a source of referrals. So good mamography is
inmportant. OSHA regulations play a part.

| AEA st andards haven't been nmentioned this
morning, | don't believe, and play a role in radiation
oncol ogy even in the U S even though they principally
apply outside the U S A nunber of American
physi ci sts and physi ci ans contribute to t he
devel opnent of those standards. So they have a way of
wor ki ng back into our own standards here.

NCRP provides inportant guidance to the
practice of radiation oncology and the design of

facilities. W've already talked about the state
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agencies and of course, institutions have their own
internal regulations all of which contribute to
regul ations affecting radiati on oncol ogy.

Now in terns of standards, we nentioned
| EC standards several tines today. Certainly, they
can play an inportant role. But | do agree with Bob
Morton that we have to take |eadership to nake sure
that they are current and relevant particularly if
we're going to consider adopting those or referencing
| EC standards in the U S. which putting ny IEC hat on
| think would be a great idea.

| want to nention IHE and particularly
| HE- RO, the Radi ation Oncol ogy version of Integrating
the Health Care Enterprise. This is an inportant and
very exciting developnent in our field that wll
enabl e radi ati on oncol ogy equi pnent and practitioners
to comuni cate, transfer data effectively and
seani essly. This is critical of course all through
medi ci ne but very much so in radiation oncol ogy which
is probably the nost technical and nost quantitative
field of medicine I'mfamliar with. So we deal wth

|arge anounts of data and transporting those data
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accurately is critical.

Sone of the issues and concerns for ASTRO
are nonitoring. Monitoring is inportant but as
already has been said, it will be nost effective if
it's consistent anong agencies and if areas of
duplication can be elimnated.

Regul ati ons should be targeted to the need

and require being updated regularly. To keep them
focused on new equi prrent and new procedures.

W certainly need information about
adverse events, equi pnment problens but al so successful
nmet hods of treatnent which nust be dissem nated. e
have good techniques for distributing scientific
information. W don't do so well about adverse events
partly because of the threat of litigation and partly
because we don't have a uniform straightforward way
of reporting adverse events, equipnent problens in
particul ar.

Quality of procedures nust be nmaintained
and regulations nust not be allowed to inhibit or
adversely affect the quality of those procedures.

Finally, with regard to public education,
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we're certainly supportive of CDRH plans to coordinate
education in this area and to enhance existing
training opportunities while devel opi ng new ones.

| want to point out ASTRO s educational
prograns in this area. ASTRO has a nunber of
activities going on including our Train-The-Trainer
courses which is a very effective way of dissem nating
information and expertise rapidly. Radiation incident
managenent course that is available and nmay be
suitable for adoption in other areas and the radiation
energency planning training prepared by ASTRO which
also mght be appropriate for other groups. I wll
end there. Thank you very much.

FACI LI TATOR LESLI E: Thank vyou. Any
questions for Ceoff? Ckay. G eat. Thank you. Tom
Kerr up next, the Conference of Radiation Control

Program Directors. Sir, are you ready? Al right.

MR KERR Good afternoon, everybody.
It's good to be here. If | seemjust a little down,
it's not because of |unch. It's because this norning

| got the call that |'ve been passed over again as a

Suprene Court nom nee.
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Anyway, |'m the Executive D rector of the
Conference of Radiation Control Program Directors. So
"Il keep ny day job for a little while |I guess and
talk to you a little bit. | guess |I'm the first
speaker other than the FDA fol ks who actually works in
a group that has sone regulatory authority of its
menber s. So this will be nmaybe a slightly different
take on things. But CRCPD and CDRH have been worKking
for many years, over 30 years, together to further the
cause of radiation protection. Ww'll talk a little
bit about that.
First off, we were established in 1968.
It's a nonprofit organization incorporated in Kentucky
not for any particular reason but other than the fact
that the first executive director lived there. But
it's a really nice place to be incorporated out of.
Qur nenbers, we have a little less than 1,000 nenbers.
| don't think we're the largest group of anything.
You' ve heard that a couple tines today. But we only
have about 1,000 nenbers but there are a lot of
st at es. All the states are represented as radiation

control program directors and many of the state
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officials and local officials as well as others that
are interested in radiation issues are nenber of
CRCPD. So although it may be small, it's really high
quality folKks.

Qur purpose is inportant. W provide a
common forum for the exchange of information anong
state and | ocal radiation control progranms and keeping
the conversation going with the Federal Governnent on
radi ation protection issues as well. That's a real
inportant part of our overall purpose because, and |
heard this referred to once this norning at |east,
it's one of the things that CRCPD does is tries to
pronote consistency in addressing and resolving
radi ation protection issues. That's a tough job when
you have 50 states and a couple of territories pulling
in that many different directions. Also part of the
mssion is to encourage high standards of quality and
to provide |eadership in radiation safety and
educat i on. So we have many of the sane goals that
CDRH does.

The ultimate goal is to keep the radiation

exposure of the patient and worker and general public
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to the lowest practical level while not restricting
the Dbeneficial wuses of radiation and radioactive
materials because CRCPD covers a lot nore than just
the issues that CDRH mght be interested in. A whole
ganbit of other issues.

This is what the org |ooks Iike. In
particular, the two sections | would like to refer you
to are on your left there. W have councils
underneath our board of directors. W have the one
that pays a lot of attention to issues in this area.
It's the Healing Arts Council. That's conposed of
many different commttees that |look at all of these
different issues and produce guidance, white papers,
anal yses, comments on different regulations and
gui dance that other groups put out. That's a real
inportant part of what we do is under the Healing Arts
Counci | .

And if you have any questions on the
Healing Arts Council, | happen to have the Healing
Arts Council chairperson in the room here and he knows
ever yt hi ng. That's John Wnston from Pennsyl vani a.

He knows everything about that. Personal ly, |
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wouldn't like that. It would take all the nystery out
of life.

The second one that | want to point out
for you is what's <called the Suggested State
Regul ations Council . This is one that's very
i nportant because one of the major products that CRCPD
works on is called the Suggested State Regul ations.
This is a conprehensive conpendi um of regul ati ons that
states can then take, change to their own
ci rcunst ances. These are devel oped through commttee
action and advisors and resource persons work on
t hese.

They go through an extensive review
process, input from stakeholders and so forth just
like regular rulemakings do just about and they go
through that. They're produced. They are approved by
the board for dissemnation for peer review They go
t hrough peer review at the federal agency |evel.

So when it cones out and it's ultinmately
approved, it's a pretty good docunent. W |ook at the
Federal regul ations. W |ook at particular things

that are inportant to the states and those are
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incorporated into the suggested state regulation.
They address a lot of different issues, pretty nuch
the entire ganbit of issues that you mght find in
radi ation control prograns. That's one of our big
ones. Those two | wanted to point out in particular
because those are real inportant products for us.

One of the things that CDRH asked us was
what issues needed to be addressed and | figured that
being a little bit later in the day that the nedica
i ssues had been pretty nuch beaten to death and |
think I'"m right. W're not saying that those aren't
inportant. | would refer to you all of those that the
states are indeed very interested in CI and PET and
fluoroscopy and all of the other nedical things. But
| thought that by this tinme we've pretty nmuch tal ked
about those and those are issues and we all know that
t hose are issues that need to be addressed.

So I wanted to nention a couple that |
didn't think would be nentioned quite so nmuch by this
time and that's sonme of the non ionizing radiation
technol ogies |like lasers and tanning beds. States are

interested in those. W do have suggested state
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regul ati ons regarding those issues. So those shoul d
not be forgotten.

W also wanted to point out the non
medical uses of 1ionizing radiation and those were
mentioned briefly this norning |Iike people scanners at
prisons, baggage scanners and those kinds of things.
Those are also issues that are of concern to sone
st at es.

One that was brought up by another state
regulator that's here today and I'Il refer this one to
him if you have any questions is the criteria for
el ectronic signatories for diagnostic and therapeutic
procedure prescriptions. One of the things that we're
seeing in several states is that there's really no set
criteria as to what's accepted there. Many states
require a witten prescription. What does that nean
in the era of electronic signatures? Even our own
suggested state regulations talk about witten
prescriptions. So we all need to think about those
things as the technologies advance how do we
i ncor porate t hose ki nds of requirements into

regulations to allow the flexibility that we're
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beginning to see in these areas.

A couple of other things. Many of the
states are expressing sone |evels of concern about the
cutting back on calibration of equipnent. That
remains an issue. I'"'m not going to suggest any
solutions here but that is an issue that needs to be
addr essed. It needs to be very carefully thought
through and | know that we've talked to some of these
CDRH fol ks and they are thinking that through.

Also the need for training that's simlar
to the level two x-ray inspector training. If that
kind of training can continue, that would be a very
large plus from the states' standpoint, from the
i nspectors' standpoint.

In particular, one of the things we wanted
to comment on was under nonitoring on the plan is to
encourage CDRH to continue harvesting data from
out si de sources. For exanple, the NEXT data
coll ection and publishing may be that there needs to
be sone tweaks. It may need to be other topics that
are addressed in the sane way. But the NEXT data is

viewed by the states as being extrenely valuable and
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shoul d continue in sone way.

Under education, we want to encourage CDRH
to continue to provide that kind of training in
conjunction wth our annual neeting, our annua
nati onal Conference on Radiation Control as well as
st andal one foruns. W've had a partnership for many
years and this has been very effective. So we woul d
just like to encourage CDRH to continue to work with
us on that.

Al so at our annual national conference, |
would be remss if | didn't nention the fact that ACR
AAPM Soci ety of Nuclear Medicine, ASRT, all work with
us very closely to put on sone really excellent
training each year and | would like to make sure |
mention themas well. It adds trenendous value to the
nati onal conference.

How we see ourselves as being able to
hel p, CRCDP is a standard setting organization. So we
do develop, as | said earlier, the coordinated set of
suggested state regulations and the other guidance
docunents that go with them and we would say we wll

continue to do that. W're willing to continue to
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work with CDRH to inprove that process.

Cver the last couple of years, there's
been sone streanmlining of that process so that those
suggested state regulations can go through nore
qui ckly. They had been taking two, three, sonetines
nore years to do that. But there is an abbreviated
process that works very well on those. So we would be
nore than happy to continue to work on those and nake
that a very wuseful product for the states and the
federal agenci es.

W also assist in the collection and
publishing of NEXT data and other specialty surveys.
You would be surprised, you mght not be surprised,
how often | get called what are the states, how many
states do this, how many states do that, that kind of
thing and would you ask the states if they collect
this kind of information. And every time, |I'm
thinking "Ww. | have to go out to each state." They
just get surveyed to death, speaking from a state
perspective as well. They just get surveyed to death.
So we need to nmake sure that surveys that we do are

focused and useful and aren't too burdensone from a
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state standpoint because they |ike everybody el se get
too many surveys cone at them from too nmany different
directions. But we do that. W do collect that
i nformati on. W publish the NEXT data and we'd |ike
to continue to do that sort of thing.

And education, that's probably the | ongest
part of our partnership with CDRH high quality
training of state personnel. GCenerally, we do that in
conjunction with the national conference on radiation
control. But there are other ways that we mght be
able to deliver that nore effectively. Maybe we
shoul d | ook at regional nodels, smaller things, taking
the training to the place of use, those kinds of
t hi ngs. I think there are sone efficiencies that
mght be looked at in education that would be
beneficial for all. So we would be happy to continue
to work wwth CDRH on things |ike that.

| just wanted to point out one thing.
Next week S Nat i onal Radi at i on Protection
Professionals Wek and that's partly in comenoration
of the discovery of x-rays on Novenber 8, 1895. So

this is the 110 anniversary. W want to nake sure
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that you all know that and celebrate that. Thi s
year's sl ogan. So we want you to turn to your
nei ghbor here. That's all | have. But do renenber

that these folks work hard on your behalf and on each
other's behalf and show the appreciation next week in
particul ar. Thanks.

FACI LI TATOR LESLIE: Gve him a hand.
Thank you, Tom John, did you have a question?

MR KERR This is the hard part.

DEPUTY DI RECTOR M CROHAN: ['"'m in the
mdst of this euphoria having gotten through ny
presentations this norning. | had a couple of
guestions and the first thing was could you coment in

general on the background of the folks in the state

prograns because | think it's relevant for the
conversation about training. W've heard from the
medical societies today as well as the nedica

physicists and the radiologic technologists and I'm
not sure that people have a good sense of where the
state radiation control program people would fit in
that spectrum in terns of the training they mght

al ready have had.
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| noticed that there were a nunber of
groups that tal ked about training and what they m ght
be able to do. You nade the point about regionalizing
training opportunities as well as doing them at
nati onal neetings and so forth. |'maware of the fact
that we are certainly doing at the Center much |ess
direct training than we used to do. | don't think it
was entirely ny fault. But | got to Center or the
Bureau at the tine just about the tinme they stopped
doi ng direct training. | don't think it was anything
about ny arrival.

But we've done relatively little of that
over the years and | think that there is a, or
perceived to be, |ack of opportunity for people in the
states and certainly for even people in FDA to get
access to appropriate training. So | guess the first
guestion is where are people starting from and what's
your sense of what the opportunities are.

MR KERR Li ke any other group, they are
probably pretty diverse, probably nore diverse than
nost of the societies here who have a lot of doctors

and nurses and things like that. | think nost of the
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state prograns are having a lot of difficulty in
recruiting. A lot of the folks are straight out of
college, have had sone mnimal training in that
regard. | don't think you're going to find a lot of
heal th physicists for instance because the states just
don't conpete with the private sector in terns of
f undi ng.
"1l think you'll find a fairly good

concentration of mlitary-trained folks for instance

I'"m a Navy reactor operator on a submarine. |'m kind
of typical of who mght cone out, those kinds of
t hi ngs. But a lot of tinmes, | think it's true for a
ot of states that the folks that are comng in the
door have very little background in the areas that
they will be working with and inspecting and the
training that they get when they cone to the state is
in many cases | think probably the extent of the
training they mght have. So it's really inportant to
have those basic introductory kinds of training and
ongoing training to inprove the quality of staff
abilities.

DEPUTY DI RECTOR M CROHAN: | would just
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add to that. | think that in the nedical area | know
that certainly sonme of the states personnel are forner
radi ol ogic technologists but that nmay not be broadly
t he case.

MR KERR Right.

DEPUTY DI RECTOR M CRCHAN: | think that
it's one thing to know the physics if you wll,
however you get that training. | think it's another
thing to appreciate the clinical environment in which
that physics is operating, the nmachine and so forth.
If we're tal king about use problens, then |I think sone
of that nore <clinical training or at |east an
understanding of that clinical environment and the
applications and so forth is inportant.

MR KERR | know speaking for nyself |ike
| said comng froma Navy reactor background how to go
fast and dive deep but the clinical stuff is beyond
ne. | guess | could get into brachytherapy and get
into the dive deep part anyway.

DEPUTY DI RECTOR McCROHAN:  Yes. The ot her
question | had related to the Nationw de Eval uation of

X-ray Trends Program You' ve said and a nunber of
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ot hers have said on other occasions to nme that NEXT is
sonething which the states consider to be very
i mport ant and I know that they've been an
i ndi spensabl e part of that programin terns of their
participation in collecting the data. | know that the
conference has been a partner for a long tinme in terns
of dissemnating the data.

But the question | have really goes nore
to the question of how is that data being used and
appl i ed. W have |[imted as it may be a picture of
what the chest exam has |ooked |ike every few years
for a nunber of years back, abdonen exans and so on
and so forth. Wit I'mnot sure is whether that data,
that information, is being used by the states and
penetrating into the clinical facility and having sone
inpact there or if for all of these years we've been
running this program and producing nice graphs that
| ook good in publication but haven't been getting to
what we really wanted to do which is influencing
behavi or on the ground. So I didn't know if you had
any thoughts on that.

MR KERR | don't have a real good sense
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of that yet. |'m new enough to this field that there
are other folks in the room that would be able to
address that mnuch nore, maybe John Wnston or Don
Flater from lowa or Renee Fizer from Maryland who |
think is going to be up next. They mght be able to
address that one a little bit nore as to how exactly
the states use it and the utility of it. But | know
that there are certainly inprovenents that can be nade
in the process to nmake the collection nore tinely, to
make the dissem nation nore tinely for instance. Are
you goi ng to address that, John?

MR WNSTON: Sure.

MR KERR You're not going to ask ne a
guestion, are you?

MR W NSTON:  No.

MR KERR  You're not supposed to do that.
You' re not supposed to shoot ne in the back.

MR W NSTON No, I'm just going to say
I'm John Wnston from Pennsylvania, Healing Arts
Council Chair, and | don't have a cl ue.

MR KERR  You don't have a cl ue.

FAC LI TATOR LESLIE: That's a straight
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answer, isn't it?

MR W NSTON: | think to follow up on two
of John's coments. First off, like in Pennsylvania,
our entry level positions, you can not qualify if
you're a registered technol ogist. But if you have so
many years in nuclear power or sonmething |ike that,
you qualify. That's where the training that CDRH has
on x-ray really hel ps our inspectors because as far as
| know, there really aren't any other sources for that
ki nd of training, the hands-on training.

The other question with regard to the NEXT
val ues, we use those as what are called reference
values in the states where we nake recommendati ons.
There are states that actually set regulations which |
don't necessarily agree with but set regulations for
maxi mum exposures for certain projections. But |
think nost states do wuse those NEXT values for
facilities with keeping their exposures as |low are
reasonabl y achi evabl e.

MR KERR  Thanks.

FACI LI TATOR LESLI E: Thanks. Cool . Next

up we have two state presentations, Maryland first and
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then the State of WAshington. Renee Fizer is going to
do the Maryl and pinch-hitting.

M5. Fl ZER Good afternoon. First off,
thanks to FDA for allowing us to cone and talk as a
state program and, no, | am not Roland Fletcher. My
nane is Renee Fizer. | am Division Chief of the
Radi ati on Machines D vision at the Mryl and Depart nent
of the Environnent. | do apol ogize to you all because
this is also the first time | wll see this
presentation today.

Just quickly a brief overview of our --
Oh, he has all of these things going. For those of
you who know Rol and, he usually sings his presentation
or has it in rhyme or has a joke throughout the whole
thing and I'm not going to do any of that. The
Radi ol ogical Health Program is in the Departnent of
t he Environnent. There are three admnistrations in
the Departnent of the Environnent, Wastewater, and we
are the "R'" in ARVA. Qherwise, it would be AVA.  So
we're hidden in an environnental departnent.

What this nmeans is that we have what's

considered a split program neaning the Ilicensing of
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the physicians, the RTs, the therapists, is all done
through a totally different departnent through a
different set of regulations. In Maryland, it's the
Department of Health and Mental Hygi ene either through
their Board of Physicians Quality Assurance, through
their Board of Dental Examners, Chiropractic Board,
what have you. Qur program strictly regulates the
facilities that have x-ray equi pnent.

W' ve been an agreenent state since 1971.

VW have, |'m guessing on this nunber, about 600 to
700 licenses at this point in tine. W are now
i npl enenting our general |icensing program The fees

are in place. W are putting together all the other
stuff now to neet that requirenent. In the RAM
pr ogram there are three permt witers, f our
i nspectors and a division chief.

Radi ati on machi nes, we perm t

approximately 5,000 facilities that have x-ray

equi pnent . That's hospitals, nmanmo, I ndustrial,
research, academ c. About 12,000 tubes. | have one
permt witer so | have two other vacancies. I have

si X inspectors and there's ne.
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In or der to meet our statutory
requirenents, we do wrk very hard to have a
cooperative working relationship with our Mryland
st akehol ders. So we definitely applaud FDA for doing
a venue of this type and soliciting information about
t heir changes upcom ng.

Aside for registering the facilities wth
the equipnent, we also have what's called a third
party inspector system our inspector program Ve
I icense nedical physicists, other people who neet the
education criteria to perform state certifications for
nmost of our Maryland facilities.

W also regulate and register all the
service providers that do any work in Maryl and. Any
conpany that installs equipnment, perfornms naintenance
on equi pnent, renoves equipnent, sells chemstry for
conventional processing, they have to registered wth
our program and wth our private inspectors and
service providers, we neet with them at |east once a
year, the private inspectors twice a year. W send
out newsletters. W have a little flyers. V& wor k

very close with them and they've actually been of
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great value for us on neking our program nore
efficient and nore realistic based on all the other
cut backs goi ng on.

The last itemabout -- | didn't realize it
was bl ank. I'"'m so sorry. | have to | ook back here
And the last think is we do have annual fees that we
collect from Maryl and stakeholders. These do go into
a special fund as opposed to a general fund. Thi s
year is our first year of having to subsidize our
entire program only on special funds and it wll be
interesting to see what our senior managenent does in
future years because we're not going to be able to
survi ve very | ong.

| have to be honest. | wasn't really sure
what this slide neant. So we're going on. The | ast
thing that the staff does is we do respond to
energency response drills, graded scenari os. W have
two power plants that we do the annual FEMA graded
exercise. One is Calvert diffs and the other one is
i n Pennsyl vani a. It's Peach Bottom So our guys are
on call. W do do these things. W work with the

counties, etc.
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| ssues and problens that we believe inpact
health and need to be addressed. A lot of these
t hi ngs have already been discussed in a great deal of
detail . So I'm just going to gloss sone of those.
Fluoro, the high dose hitters, therapy, CT and thanks
to the FDA we now deal with dental CT. Thank you.
Qperator qualifications and end use is a
very large and again renenber. W're not a nedical
based program So we're comng up sonme very creative
ways to try to deal with sone of the operator enduser
i ssues and we'd |ove sone input on that. | added to

this also sone non, perhaps, public issues but state

staffing. It was just nentioned by Tom Kerr and John
MeCr ohan. | have vacancies | can't fill because we
don't pay enough. |It's really hard.

The fee issue, like |I nmentioned the first

year w thout general funds, it's going to be tight.
The education issues. | have a degree in biology. |
studi ed trees. | was a radiochemst at a public
utility for six years. Now I"'m in charge of a x-ray
program Most of ny staff either have engineering

degrees or nmasters in public health or environnental
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hygi ene of sone sort. W don't have any RTs on staff.
Again, we're nore on the machine side of it but the
training that the FDA has provided in the past and we
hope that they enbellish on in the future is vital to
us being able to efficiently regulate the stakehol ders
and provide them the guidance that they need on
reduci ng worker and patient dose.

M sadm ni strations, we've been doing sone

work in Maryland and we'd |ove to have sone eventual

federal help with this. N nety-five percent of the
reported external B-m sadmni strations are wong
patient. It's just gross procedural breakdown.

Sonmetinmes when we're dealing with these issues, we

feel like we're working without a net. That's why we
woul d I'i ke sonme support perhaps in the future. W're
wor ki ng right NOW. '] have a pl an for
m sadm ni strati ons. W're wor Ki ng with t he

stakehol ders to identify the issues and cone up wth
sonme reasonabl e responses to it.

The ESE, we've already nentioned that. |
al so agree with John that perhaps the NEXT data shoul d

not go into regul ations. However, it is a wonderful
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tool to have when you're troubleshooting a facility.
It is marvelous and unfortunately in Maryland, we
don't have a quality assurance program that's of any
real value right now W're now getting into a
position where we're getting ready to pursue and adopt
sonething and again those values every year that it
cones out and the information is updated is of great
value to wus to be able to take back to our
st akehol ders and work with them on reduci ng worker and
patient dose.

There is a concern to nmake sure that the
regul ations should be consistent whether federal or
state and should not be nonexistent. One thing with
the fluoro, fluoro is not on this |list because we just
recently put together a regulation package and it's
basically a big awareness canpai gn and we used CRCPD s
H 22 Commttee. It was a task force on fluoroscopy.
They developed sone suggested state regs for
privileging of in-house of fluoro users. Ve wor ked
for three years with our Mryland stakeholders on
appropri ate | anguage. Intent of the regs, we

i npl enented those. They were published in June and
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they actually becone effective on Decenber 31. For
the nost part, they have been very well received by
our stakeholders because of the intent of the whole
process there.

It's already been talked about that the
technology is quickly changing and the State of
Maryl and woul d actually like to see one federal agency
with regards to ionizing radiation perhaps in control
of other federal agencies. It is a big issue for
states. Wat goes on on Federal property is what goes
on on Federal property. But when the nenbers of the
general public start getting involved, the Federal
agencies aren't wusually the easiest way for them to
communi cate their concerns. They go to the state
agencies. So we get a lot of questions, coments when
it's nenbers of the general public being involved in
nonnedi cal use of ionizing radiation and we would
wel cone the role of FDA perhaps of |ooking into that.

Consi stency again with the state prograns.

For instance, there are at |east two other Federal
agenci es that have dose to general public standards if

there's going to be that type of thing. Again, we've

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

176

al ready tal ked about the training. It's of great
value and we | ook forward to assisting FDA in whatever
way possible to get that to be sonmething that occurs.

We hope that there is the U S. Departnent
of Health and Human Services Adm nistration buy-in on
this change for FDA and CDRH. W realize that perhaps
radiation safety in the nedical community and the
industrial environment isn't as a high visibility as
honel and security issue. However, we do believe that
it has a much broader and conplete inpact on nationa
popul ati on dose i ssues.

And lastly, we wunderstand that it does
take a long tine for the FDA to change regul ations
However, we do hope that they utilize guidance
docunent or the public health advisories. It's very
hard for ne to go to senior managenent in a state
agency and say this is a real big issue. W need to
look at this as a state agency. Unless | have
quantifiable data to say this is a big issue or unless
there is perhaps sonething from a Federal agency
hopefully not an oversi ght agency but a Federal agency

saying this is a concern, it's very hard for ne to go
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and try to pursue changing regs or putting in place
ot her processes if those itens are not there even if
it's not a change in regs.

One other thing to the FDA, and of course
they're aware of this, is even though different states
have different regulations, different authorities,
they have fees, they don't have fees, big prograns,
smal|l prograns, a lot of states do have expertise
and/or knowl edge on a wide range of topics and it's
just waiting to be garnered. O course, that can be
done through the CRCPD. W have great resources there
on little pet projects that we've worked on that turn
i nto wonderful bloomng flowers that can be harvested.

| have a conment about a previous comment
about the 2579s to the gentleman who had hoped that
2579s for replacenent parts could be taken away. My
cooment to FDA is please don't do that. W have a
regul ation that any machine that has been previously
owned and noved or refurbished or any tine a ngjor
conponent other than a tube has been replaced, it has
to be restate certified which is done through our

program prior to use on patients and we find that nore
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often than not there are violations, functional
violations, with the nmachine, inage receptor issues,
etc. on those nachines and a Ilot of tines the
facilities don't |let us know when these happen. The
way we do find those out is by submttal of those 2579
forms. So it would be taking a tool away from us.
Lastly, Maryland agrees with and offers
support and assistance during FDA's transition. Thi s
state perceives the benefit to our program as well as

to the general public for the proposed changes. Thank

you.

FAC LI TATOR LESLIE: Thank you, Renee.
Wl | done. Ckay. Ellen Haars from the State of
Washi ngt on.

M5. HAARS: (Good afternoon. | would like
to thank the Food and Drug Admnistration for the
opportunity to address its Radiol ogical Health Program
Pl an. | also would like to conplinment you for your
organi zation for seeking coments from stakehol ders
with different perspectives.

Today I'd like to focus on who we are, the

Washi ngton X-Ray Program our perspective of what are
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the radiol ogical health issues and you nmay have heard
them already but you're going to hear them one nore
time, our perspective on the plan, our view of a
partnership with FDA and the states and proposed next
st eps.

M/ message wll have five key thenes and
these can be grouped into three major categories and
those are training, gui del i ne  devel opnent and
techni cal assi stance. You're going to hear that

t hroughout ny nessage.

First of all, a snapshot of the State of
Washi ngton X-Ray Control Pr ogram W have 58
registered radiation machine facilities. Fifty of
those are mammo facilities. Over half of the
facilities are dental. W have nine surveyors in the

program two certified MX@BA surveyors and two in
trai ni ng.

A very inportant part is that over half of

our surveyors will retire within the next five years.

If you conbine all the years of the staff, it's 255

years with a range from eight years to 37 years wth

the program So that's good because they like the
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program and they stay. But it's not so good because
they're going to be leaving to retire.

The program is 100 percent fee supported.

W have to charge the fees to cover the cost of the
program O course, the registrants do not |ike that
and | can understand why.

| want to enphasize the fact that we have
an aging workforce in our program W are |ooking at
ways to reduce the weight of inspector equipnent,
smarter ways of handling the equipnent. A 40 pound
phantom presents a problem and finding qualified
individuals to replace retirees also nust be
addr essed. W need FDA's assistance in training new
and current so that our workforce is well qualified to
performtheir job duties.

The current problens can be grouped into
traini ng, gui del i ne devel opnent and techni ca
assistance. Let's start with training. W want staff
that are up-to-date and are well qualified. How do
you test a Garmunit? W need nore information on CT
systens and how to evaluate these systens now that

they are so sophisticated.
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W need training tools to help surveyors
know what to |look, what it neans and what are the key
findings. The state of course has a role in it. W
cannot just depend on FDA for that. Course patterned
after the FDA basic surveyors course is a good place
to start.

Qui del i ne devel opnent, another area of
health issues. For exanple, give wus quidelines
regarding the ever-increasing radiation doses to
nmedi cal patients due to the proliferation of high
techni cal nodalities. How nuch radiation is too much
for diagnostic inmaging?

Techni cal assistance, this is another
category that needs to be addressed. Here are sone
exanples of areas that we need assistance. The
departnent recently received a letter fromtwo nedi ca
physicists in the state reporting their data and
observations concerning dose estimates for patients
receiving CT scans. They found the typical head dose
received in Washington State is higher than those
published in the European studies. | want to

incorporate their letter into this presentation
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because we want to work with FDA on how to proceed.

| was also asked to give ny genera

reaction to the radiological health plans. In these
times of Jlimted resources and demand for public
accountability, it Is inportant that governnent

agencies are accountable, efficient, effective and
doing the right thing. W support your vision
statenent, the shift to product use and we ask you to
continue to provide technical assi st ance, share
information and coordinate the nenbers of the
radi ol ogi cal health comunity.

However, we have several areas of concern
and ask that you consider our suggestions. Your
eval uation and accountability tools are not clear.
Tool s shoul d be devel oped to denonstrate a performance
review nechanism The citizens need to have a clear,
conci se view of how this governnent programis worKking
and whether the citizens are receiving value for their
tax dollar. State regulatory agencies have a key role
in the success of this program and your report says
t hat . It is inportant therefore to recognize that

funding is always an issue with the program W are
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100 percent fee supported and we may need assi stance.

Then the next category you asked ne to
tal k about was exanpl es of partnership and here again,
I'm going to give exanples in training, guideline
devel opnent and technical assistance. Your plan
identified five mgjor program elenents: standards,
monitoring, education, research and program These
elenents are designed to protect the public from
hazardous and wunnecessary radiation while insuring
appropriate use of radiation when necessary. W
support your intention.

So how can we work together in training?
In the next five years, over half of our surveyors
will retire. VW need a nechanism to insure all
surveyors have adequate hands-on inspection training
in the classroom and in the field. W need training
that's simlar to the basic course offered by FDA as
well as on-going so that the current or existing staff
are up-to-date.

Qui del i ne devel opnent, here states and FDA
can work together in collection of adverse events,

dose and exposure data. The states can collect the
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data as well as perhaps other parties and forward it
to FDA and in consultation with the states, analyze
the data and nmake recommendati on and devel op tools for
sharing this information with regulators, consuners
and devi ce operators.

Techni cal assistance is another area where

we can work with FDA assisting states and finding
alternative survey tools or proposing other ways of
doi ng business. Wat about the reintroduction of the
old FDA high-low study or bringing back perhaps the
nodified but revisiting the old DENT program W are
only able to visit DENT just every five years. If we
could have another tool in between which would not be
equivalent to an inspection but it wuld be a
screening tool for facilities that need to be | ooked
at .

So what do we think should be the next
step? O course, | think we start with sharing the
results or the summary of this neeting and identify
any revisions to the plan. You should regularly share
i nformati on about the plan's status and the outcone of

eval uati on and accountability tool s with t he
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st akehol ders, perhaps have an annual neeting where we
get together just like we are doing today and lastly
and nost i nport ant Is comuni cate, comuni cat e,
communi cate. Don't just do it here. There is another
Washington. | had to say that.

So one nore tinme, | had three key things
but they all fit into the three categories. V¢ have
an aging workforce with retirenments pending. So we
need hands-on training for new hires. W also need
training for new nodalities, field conpliance testing.
W ask that you enphasize dose reduction and inprove
i mage quality, pr oduce culturally sensitive
information for users and consumners, form partnerships
with states on technical issues and have a perfornmance
review mechanism so that you can tell where you are
and are you naking progress. That concludes ny
presentation.

FACI LI TATOR LESLI E: Thank vyou, Elen.
G ve her a hand. Any questions? Geat. Thank you.
John, were you heading to the mke?

DEPUTY DI RECTOR McCROHAN:  Yes.

FACI LI TATOR LESLIE: Ckay. | guess you're
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not so fast.

M5. HAARS: You know they're waiting for
break, don't you?

DEPUTY DI RECTOR McCRCHAN:  And they're all
getting warmas | am But | did want to ask a couple
of questions. | didn't want to let Renee totally off
t he hook. But | guess that one of the things that
woul d be perhaps wuseful for you to clarify, two
t hi ngs. One is with respect to the training. You
mentioned a basic radiological health training which
back in John CGoforth's day before ny tine we used to
do in what was then BRH and | think one of the things
that perhaps this is less of a question and nore of a
coment for discussion tonorrow is | think that in the
educational breakout sessions, one of the issues |
woul d hope woul d be discussed is how can we deal with
the fact that we have a regulatory comunity both
state and | would say federal where the entry |evel
positions are attractive to people who don't cone
prepared with the kinds of educational backgrounds
that we mght |ike.

MB. HAARS: It is unusual.
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DEPUTY DI RECTOR M CROHAN: And then |
think the consideration of given today's probl ens what
sort of education do we want to provide to those
people. Do we want it to be as it would have been in
the old days if I may very machine oriented or do we
need it to be a training which would prepare people
better to provide oversight to facilities to assure
that the facilities are neeting their responsibilities
to do quality control and quality assurance and all of
the things that | think everybody knows they ought to
be doing? But | think what may be mssing in sone
respects is the external agency |ooking and asking
guestions and so forth. Fromny point of view, it may
be | ess about machines and therefore |less of a physics
orientation than used to be the case. But perhaps

that's sonething that could be tal ked about tonorrow

You nmentioned dental. Renee nenti oned
dental and you're entirely welcone. W're happy to
make your life nore interesting by evidently having

not terribly long ago approved on the nedical device
side of our house dental CT units that were | believe

classified as though they were panoramc x-ray units.
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Anyway, we'll talk about that |'m sure at sone point.

M5. HAARS: You al so approved a hand- held
dental unit too.

DEPUTY DI RECTOR McCROHAN: W just want to
do our best to nmake vyour |ives nore and nore
i nteresting.

M5. HAARS: Thank you.

DEPUTY DI RECTOR McCROHAN:  But | think one
of the things that others in the audience may not
appreciate is the fact that | think you nentioned a
figure which | understand is fairly typical where the
nunber of x-ray tubes in Washington and | think in
Maryl and are about 50 percent dental tubes and about
50 percent nedical tubes.

M5. FIZER  Seventy percent dental.

DEPUTY DI RECTOR McCROHAN:  Seventy percent
dental. Ckay. Those dentists. Nobody here fromthe
Dental Society | don't think. | think there's a
gquestion probably in sonme people's mnds about what's
the relative priority that ought to be given to dental
versus nedical when you think about what's being

exposed and the degree of exposure and so on and so
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forth, notw thstanding that we've conplicated matters
for you by approving hand-held units and CT units
whi ch have probably changed the picture a little bit
at dental facilities. "Il let Renee conme up and

berate ne nore i medi ately.

M5. Fl ZER In response to the Maryl and
program as | nentioned, we do have third party
i nspectors who do nost of the nedical equipnent. My

i nspectors predomnantly inspect dental, veterinary
and mammography facilities. Qur dental |obby, all of
our requirenents for dental nachines including the
i nspection, frequency and fees are in our statute.
They're not in regulation so that because of the
issues in the past wth | guess concerns about the
dental |obby and the effect on the dentists.

But what we've done since 1999 is we've
identified that in the dark room because of the dose
issues, we were finding -- Let nme back up. [|'msorry.

Not very well prepared. W found that the as-found
values for nost of the intraoral machines were above
those of the NEXT data. They were significantly above

what the NEXT data had said the average nationa
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ranges should be based on the KBP of the nachi ne and
the type of filnms, the D-speed versus at that tine it
was only E-speed was the only other option.

So we evaluated the profile of violations
found and found that over 70 percent of the violations
were in the dark room and they had to do with the
processing. A lot of the facilities weren't changing
out chemstry. They had disengaged their heater
elements in the processors so to try to prolong the
life and the way they conpensated for light filnms was
turning up the exposure tinmes for the patients. So we
identified a statewide population dose issue even
t hough we're tal king about dental here.

W decided especially since that's what
our inspectors do are the dents and the vets we woul d
address this. So we spent two and a half to three
years working with our dental [obby, the Maryland
State Dental Association, and giving over 20 outreach
presentations talking about processor issues, dark
roomissues. Fog was another big thing. W sent out
flyers.

W put together a regulatory packet. Ve
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didn't change the regs. W put together a bookl et
that had all of the regulations that concerned the
dentists into one little thing because as nost of you
all know, the suggested state regs or nost of the
state regs are 600 pages long if you include all of
them So it's really hard to wi ggle through those.

We worked with our dental |obby on putting
together that packet and half the page was the
| egal ese and the other half was what it neant. e
wanted to put little M. Tooth things in there and
gold stars but they didn't like that. So we worked

with them a whole bunch and we've been actually able

to drop the as-found settings and right now, |I'm
pulling ten years of data. I'm having to do it
manual |y because we up until three years ago didn't

have an electronic system for reporting dental
i nspection information. So I'm pulling it file by
file back from 1995. Because what we're hoping to
show is a drop-in population dose based on the as-
found conditions based on KBP and the type of film
that was used at the time of the inspection at the

facility.
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The other thing that we did was we
identified some controversial topics. W put together
alittle task force to | ook at prem xed auto processor
chem cal s. W called together a couple of the
manuf acturers of film the auto processors, dental
auto processors and the conpanies that manufactured
the auto processor fluids, the prem xed fluids because
we have a mninum optinmal density speed criteria in
Maryl and and we believe that there were sone of these
prem xed dental chemcals that when they were fresh
out of the bucket, they opened up a can, they could
not neet the processing requirenents.

So we net with a couple of the Ilarge
nationals of the film the equipnment as well as the
chemcals and discussed this. W also had the
Maryl and State Dental Association involved as well as
the Commonwealth  of Pennsyl vani a. New Jersey
radi ati on prograns were also involved on this. And we
di scussed these issues and we brought up sone things
like for instance there is no expiration date on the
bottles of these prem xed chemcals for the facilities

to use as an indicator of how old it is, a lot of
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ot her issues as well with that.

But we're in the process of trying to
address those. VWe'd |like to see a drop in the
popul ation dose and | forgot what the origina
guestion was now. But we're |looking at things. Thank
you.

DEPUTY DI RECTOR M CROHAN: l'"'m sorry to
keep you stuck up there. | think it's just
interesting to realize in the predigital age and
frankly nmost of the community out there is still in
that age where we're talking about film as the inage
receptor, there are lots of things that are not
related to the electronic product per se that affect
the exposure to the patient and as Renee said,
certainly the film that's selected and the chemstry
and the processing of that film have an effect on the
exposure.

| think that now things are becom ng nore
digital is an inclination to think that those probl ens
have gone away and in substances, that's probably
true. But | think additional, newer problens are

comng in in the sense that unlike when we have film
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as the image receptor and if you nake it totally
bl ack, the person reading the film is probably not
going to like it very nmuch and send you back to do it
over again.

Wth a digital image receptor if you use
nore radiation than you needed to get the clinical
i mge, you still get a very nice clinical inmage. In
fact, you mght get a quieter, snoother image than you
woul d ot herwi se have gotten even though you m ght have
used a dose that's far in excess of what you would
have needed to get the clinical information.

But just a comment. One other quick
poi nt . Renee nentioned msadmnistration in therapy
presumably with a machi ne based source and we had |eft
Geoff off the hook earlier and I wondered if he could
comment on whether or not in the nmachine based
radiation therapy world the conparable sorts of
quality control procedures and so on and so forth
exist which are | think mandated in the isotope based
therapy world by the regulations at NRC and the
agreenent states. | don't know where the states are

inthat and | don't believe there's any federal agency
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with the authority to regul ate use vis & vis therapy.
DR IBBOT: | think that you're right that
there is no federal agency at the nonent dealing wth
this. There are publications and recomendati ons for
groups such as the AAPM the ACR and ASTRO giving
recommendations for quality assurance procedures that
| think are every bit as thorough and probably nore
extensive than the previous advice for isotope units.
Sone states have adopted potions of these
recommendations into regul ations. Sone have gone much

further with that than we would |ike because sone of

t hese publ i cations wer e I nt ended strictly as
recommendations for departnents, institutions to
consider in developing their own QA prograns. So

there's a broad range of degrees to which publications
i ke that have been adopted into regulations but there
is certainly much nore uniformty in the degree to
which the QA recomendations have been adopted into
clinical practice and for the nost part, they are
f ol | oned.

In fact, | wll step to one side and put

on ny RPC hat and tell you that on our visits to
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radi ati on therapy departnents while we often find sone
smal| aspect or other that we don't think is being
addressed in a quality assurance program for the nost
part institutions we visit are follow ng the guidance
of groups like AAPM quite cl osely.

FACI LI TATOR LESLIE: Good. Thank you,

Geof f.

MR W LLI AVBON: M/ nane is Steve
WIIlianson. I'm the Section Chief of X-Ray and
Accelerators in the State of Pennsylvania. | just

wanted to reiterate and agree wth Mrilyn and
Washi ngton on sone of the issues. The State of
Pennsylvania, the VRP is 100 funded. W also have an
aging inspector staff and they rely a lot on the -- |
had a lunch discussion about a lot of this stuff as
far as Level Two training as far as which really adds
to the inspector training. W really want to know
what's going to happen with that. Qur Level Two
agreenent ends in 2007 with the FDA

Reiterate the 2579 forns that we use wth
all the vendors. We've currently started registering

all the vendors in the State of Pennsylvania that
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supply equipnment in the State of Pennsyl vani a. That
nore or less works as a triangle for our organization,
the VRP, the vendors and the registrants. W tie all
that together into one thing to know what equipnent's
comng into the state and being installed and new
equi pnent com ng online, what the inspectors are faced
with when they go out to do inspections and also the
vendors as far as providing a lot of information back
and forth.
The MXBA  changes as far as t he
acceptability of survey equipnment is another big item
for us. W're |ooking at new equi prent to purchase
in Pennsyl vani a. Ww'd like to have sone guidance
maybe from the FDA on that as far as what s
acceptabl e equi pnrent, what they're going to consider
acceptable or if they're even going to give us any
acceptable criteria. Pretty nmuch to tie in wth a |ot
of new technology, the new equipnment and the new
instrumentation, | think there needs to be a lot of
cooperative effort on that between the FDA and the
states on a lot of that to continue the prograns we

have.
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FACI LI TATOR LESLIE: Cool . Thank vyou.
It's already hot in here. So | want to take a break.
Two qui ck things. One is a couple of you in the
restaurant apparently got up and out of there wthout
paying for lunch. | can just envision you were in the
mddle of a conversation and just got up and wal ked
out. So if you would be kind enough to sort that with
t he di ni ng room manager .

Second thing is one of the things | want
to nake a little tinme to do this afternoon is inquire
about what you nean when you tal k about coll aboration
and partnership as we've had this thing going forward.
I'm really going to be interested to hear what you
think collaboration and working as partners ought to
be, how high the bar shoul d be set.

On one hand, your 16-year-old would say
col l aboration is just fine when you hand them the car
keys and don't ask where they're going. That m ght
not pass your test. There are those that would say
coll aboration is that | wll conply grudgingly wth a
Suprene Court decision. That's probably not an answer

ei t her. There's another one that say | won't go
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anywhere w t hout you.

So I'm really interested in hearing a
variety of you talk about what does collaboration
mean, what does working together nean, from your
various positions as we go forward. I"I'l make a
little time on the agenda for that. Let's reconvene
at 3:05 p.m That will give you enough tine to get
sone coffee. | think there may be cookies. 3:05 p.m

(Whereupon, the foregoing matter went off
the record at 2:37 p.m and went back on the record at
3:07 p.m)

FACI LI TATOR LESLI E: As they say, cone on
down. Al right. If we could, 1'd like to get
started. Could |I have your attention? W have three
things left on the agenda this afternoon. Two are
al ready on your agenda and one |'ve taken the audacity
to add. The first thing is the public coment period
which I want to begin here in just a few mnutes. The
second is to inquire your views on the nature of
col l aboration as you think it should be, could be,
ought to be in this RAD Health Program and the third

piece is whatever words that 1'll say that set up the

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

200

day tonorrow.

Now | have taken the liberty of noving the
m crophone from back there to wup here because |
noticed that those of you who spoke were having to
speak with your back to half or nore of the audience
and | thought you probably didn't |ike that anynore
than the rest did. So we've just for this part noved
it up here in front so you can at |east speak to your
col | eagues.

For public coment, let nme get into the
public coment. Let ne just decree that part of
meeting open and in that regard, anyone who would Iike
to speak can certainly do so. This neeting was
published in the Federal Register so that anybody that
would like to speak can actually do so and two parts
to that. One is if there are things that you' d |ike
to say from the mcrophone that's fine. If they're
either in addition to that or separate from that,
you're certainly welcone to submt to John and his
staff for inclusion in the record. That can be
handl ed either way that suits you.

| have at the nonent seven nanes on the
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list, sone of which signed up ahead of tine for that
and | would take those in this order that you signed
up and after that it will be first conme, first served
when everyone's had everything they wanted to say
about that or we've spent an hour on it. We'IlIl shift
into the next part.

So the list that | have at the nonent:
David Lytle, Jim Shepherd, Steve Rohring, WIIiam

Benner, Dr. Sandra Read, Liz Coronado. If you don't

mnd I'll go in that order. Then anyone else after
that | see sone of you smling. Dd | msspeak
sonmehow or another? Wat did | do wong? Li sa,
sorry. Ckay. David Lytle first. I think the

original thought was three or four mnutes each. Does
that work for you? If you need sonething different

than that, talk to ne.

MR LYTLE: It works for ne. " m David
Lytle. I'm the Executive Director of t he
International Laser D splay Association. W're a
little different than everyone else here. Qur

menbers, their goal is to have fun wth radiation.

They make laser light shows for artistic and
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ent ertai nnent purposes.

And you all know that the responsibility
of making fun is not easily born. W started doing
shows in the md 70s and the Bureau of Radi ol ogical
Health back then immediately enacted a series of
regulations to protect the public and they really
stepped in. They saw a need to control sone of these
exposures and enacted many regulations that worked
very wel |l back then.

But now we're fast-forwarding 30 years in
the future and we're so glad to have this opportunity
because nmany of those rules that worked then don't
wor kK  now. "Il give it in a nutshell. What our
industry faces that a lot of you may not face is a
requirenent not only to conply with all the usual
bells and whistles that all the |aser products nmnust
comply with but we have to submt a variance
requirenent if any of our lasers are above 5
mlliwatts and we have to submt a specific request to
vary from the standard to wuse this for an
entertai nnent application and that has to be approved

by the CDRH before the product can be brought to
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mar ket .

The second step is if our custonmer wants
to purchase this product which has a variance, they
cannot purchase the product. The custoner then has to
submt a request to the CORH to vary fromthe standard
to sinply buy the product and they have to wait unti
that's approved before they can take delivery of the
pr oduct .

Then finally before they can use the
product, they have a file a laser light show report
with the CDRH defining the proper use of the product
and that's because the CDRH defined a |aser show as a
product and they actually control the use of the
product in that regard. I'"ve just learned that's a
pretty unusual situation here. But that's the fact of
life of us.

In now 2005, the U S. industry as changed
in many ways, nost of them for the worst, the current
regul ations have built in a huge anmount of uncertainty
because there's no guarantee of when or even if our
variances wll be granted. The custonmer sees that and

they're not inclined to hop into a conpetitive
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mar ket pl ace when they don't even know if they can get
t he product.

Manuf acturers in turn have a bi g
disincentive to product new products especially if
they're cutting edge or if they have a novel approach

because there is not guarantee when or if the CDRH

wi Il approve that variance. That's not knock on the
CDRH. It's a knock on the fact that their resources
are limted and we're perhaps low on their radar

screen. There are many other applications, but as a
consequence, the U S. laser industry has suffered
i mensely. Qur nmarket share has declined incredibly.
It's to the point where our association wll probably
not have another conference in the United State
because it's too difficult to stage |aser shows here
and nost of our nenbers too difficult for them to
bring their products to a trade show to just show them
to potential custoners.

So it cones down to what we can do about
this. W have a witten proposal we submtted to the
CDRH which proposes to streamline sone of these

reporting burdens. So that instead of doing a
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vari ance for every single |aser product, nost of which
are very simlar and are no novel wuses, nothing
different about it, to elimnate that requirenent to
focus their resources only on the applications which
pose the greatest risks.

That mght be sonmething which wants to
change the exposure levels to the audience or route
the show in a whole unique way. Those will pose risks
and those deserve attention. But 99 percent of the
shows done today in the U S and for the last 25 years
have a record where they don't need to do that. So
we're pr oposi ng to el i mnate t hat reporting
requirenent.

We're al so proposing since we want to get
dowmmn to the wuse of the product let's have a
coll aboration with the CDRH and produce training
materials, safety materials, to provide to that
enduser that they can know how to produce this show
effectively and safely. So instead of asking themto
fill out a pile of paperwork which is dense to them
it's practically grief, they have no idea really what

it means, we'll give them safety information, safety
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training opportunities saying this is how you use the
product, this is the proper nethod to use. W think
that will encourage nore conpliance and w Il enhance
the overall safety levels of the shows while at the
sane tinme nmaking it easier for conpanies to
manuf acture and sell the products and nmaking it easier
for the CDRH to concentrate its resources on those
t hat pose the greatest risk.

So that's our hope and talking about
col l aboration, our view is we want to work hand-in-
hand with CDRH to develop these materials. W have no
problem with the current exposure |levels of bells and
whi st | es. It's a matter of putting that into an
effort which everyone can understand and digest easily
enough. That's what we're extending our hand to do

and we hope to do in the future. Thanks.

FACI LI TATOR LESLI E: Thank you. Jim
Shepher d.

PARTI Cl PANT: They had to leave for an
early flight. They can't deliver their speech but

t hey have witten coments.

FACI LI TATOR LESLIE: Ckay. And we'll get

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

207

t hose.

PARTI Cl PANT: V¢ have them

FACI LI TATOR LESLIE: Got it. GCkay. Steve
Rohring. He has his coat off. Mist be expecting it

to get warmin here.

MR RCOHRI NG | hate to read in front of
people but I'"'mgoing to read our witten comments for
the record and then probably nmake a few conments of ny
own. In a sense, |'ve approached the age of 50 plus.

|'d better use sonme hel p.

Thank you for the opportunity to address

the Food and Drug Adm nistration stakehol der neeting.
M/ nane is Steve Rohring. |1'm here on behalf of the
Federal Aviation Admnistration. | would like to
thank the FDA for their assistance over the past ten
years in addressing the inpact of outdoor |aser
denonstrations on aviation.

Wen these shows began to proliferate in
the md 1990s, the FAA received reports of pilots
being inpacted by the inadvertent illumnation of
their cockpit by lasers. The FDA's Center for Devices

and Radiologic Health and their regulatory role with
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regard to lasers cane to the aid of the FAA by
requiring operators of outdoor |aser denonstrations
exceeding five mlliwatts in power to notify the FAA
i n advance and resolve any objections that the FAA nay
have.

Since that tine, other applications for
the use of outdoor |asers and the nunber of uses of
outdoor lasers has increased dranatically. As a
result, the FAA now faces new threats to aviation
safety and security related to the wuse of outdoor
| asers.

These threats predomnantly fall into two

maj or categori es. First, the outdoor use of high
power, visible and nonvisible lasers for scientific
research and commercial purposes has and continues to
dramatically increase due to the energing technol ogy
and the increased affordability of |asers. These
|asers are emtted from the ground or airborne
platforns and have the potential for devastating
results on aviation. Currently, there is no
regul atory requirenent for these operators to notify

the FAA of proposed outdoor |aser operations. Sone
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notify the FAA voluntarily and many do not.

Second, over the past year, the FAA has
received an alarmng nunber of reports of apparently
intentional illumnation of cockpits by a variety of
types of laser pointers hand-held and others. In
fact, the FAA has received over 200 such reports since
Novenber of 2004. Although the vast majority of these
incidents have not resulted in injury to pilots or
passengers, sone injuries have been reported and the
FAA believes that the potential exists for even nore
devastating results.

We believe that this matter is crucial to
aviation safety and security and ask that the FDA
expl ore any neans possible for assisting the FAA with
this matter as long as the FAA remains willing to work
with your staff to identify, develop and inplenent any
nmeasures that nmay mtigate the potentially harnfu
effects of the outdoor use of |asers.

We have had a | ot of success in addressing
outdoor laser light shows and since the 1990s, when
there were sone incidents in Las Vegas, those reports

have literally dropped off with the variance process
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and with the analysis the FAA has done when they're
notified of |aser operations.

W are now hearing reports though that
many operators do not contact the FAA even for |aser
light shows. The laser light shows are only a part of
what we're concerned with because there is now a |ot
of other high power outdoor |asers that are projected
t hrough the navi gabl e airspace. Many of these |asers
far exceed the five mlliwatts. In fact, they are
very powerful lasers and they're now not only shot
straight up or straight down but they're projected at
angl es over the horizon which can affect a lot |arger
area of airspace.

So we're very nuch interested in sone kind
of a notification or control process that we can be
aware of what's happening and being able to apply sone
standards to whether these would be safe and how we
can integrate these |asers safety into the national
ai rspace system

By the way, there is also, | just |earned
in the past week, a House resolution that is reported

out of commttee approximately two weeks ago that
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woul d actually levy a crimnal fine for the use for
| aser pointer against an aircraft. So we'll see what
happens with that in the future. Thank you.

FACI LI TATOR LESLI E: G eat . Thank you.
M. WIIiam Benner.

MR. BENNER Both of these guys are going
to be a hard act to follow My col | eague, David
Lytle, from International Laser D splay Association
works within our realm of business and we've actually
worked wth SAEG 10 Conmttee on producing the
docunent that I|ight show people use when they file
reports. My partner, Patrick Mirphy, wote nost of
t he docunent that people use to file that.

My nane is WIliam Benner. | am President
of Pangolin Laser Systens. Pangolin is the Mcrosoft
of the laser light show industry. W produce software
that people use to create their shows and |ike
M crosoft, we have about 90 percent nmarket share.
W' ve been in business since 1986 and we have users in
60 countries. This position that we have gives us a
uni que view of the laser |ight show industry in that

we can see how they're being used here in the U S. and
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abr oad.

What |'m comng here to speak to you about

Is much like ny colleague, David Lytle, spoke to you

about. We've seen a trenendous decline in |aser |ight
shows here in the United States. Currently we sel
only about eight percent of our software into the
United States, not that another conpany sells nore.
But 92 percent of our business cones from Asia and
Europe and Latin Anmerica. One reason for this decline
in the US. use of l|aser shows is because of the
variance requirenents and the difficulty in conformng
with current CDRH regul ation.

Earlier today what we've heard is that the
CDRH regulates only products, not the use of that
pr oduct . Vell, that's not exactly true because in
1976 what CDRH did was they called |aser |ight shows a
product and since that point in tine, they require use
to have a variance to sell the |aser equipnent. They
require the venue to have a variance and they require
a variance for the show itself.

Because as David Lytle said, we're kind of

low on the totem pole, low on the radar of CDRH s
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daily business, they're looking at CI, MR and various
exposure levels like that, as a result, the tinme it
takes us to have variance applications approved could
be three nonths on the very early end and ny conpany
and anot her conpany has a variance request in that has
been in for over a year and | think by law they have
to approve them in a year. That's what | heard.
Maybe |' m w ong.

So as you can see, it takes a very long
time to get a variance approved even for conpanies
like Pangolin who are very active in the safety
conmuni ty. W' ve attended 1LSC Qoviously, we're
here. W attended al nost every SAEG 10 neeti ng. Ve
produced the docunent FAA uses now to nake sure that
|laser light shows are safe and yet here we go.
Fourteen nonths after we've applied for a variance we
still don't have it.

W've cone here wth a couple of

suggesti ons. One of them is to relax the variance
requi renent, possibly  substituting that for a
reporting requirenment just Ilike laser manufacturers

t hensel ves need to produce what's called a Federal
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Laser Product Report about their system to nmake sure
that it neets the regulations. That sounds reasonable
to me. Instead of us submtting paperwork and waiting
for CORH to look at the paperwork and then rubber-
stanp it 14 nonths later, we could just submt the
report and start using the show i nmedi ately.

Anot her suggestion that we have is to
harnonize with ITEC as nmuch as possible. There are
currently two | EC docunments which regulate and control
and describe how | asers are used safely, 60825-1 and -
3. The -3 standard actually discusses how to do | aser
Iight shows safely. These are being used outside the
United States obviously and as David Lytle says, |aser
light shows stem back as far as 30 years and we have
an excellent safety record even outside the United
St at es.

So we Dbelieve that by relaxing the
variance requirenment, substituting it for some sort of
reporting neasure and by adopting IEC we won't be
giving up anything in terns of the excellent safety
record we have. But instead what we'll have is a much

nmore stream ined, nuch nore uniform approach just as
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taken all over the entire world and at the sanme tine,
what we realize is that we burden CDRH You shoul d
see the paperwork that we submt to CDRH that sonebody
on the other end has to revi ew.

W would like to take that and substitute
it for sone training as David Lytle said and I'm
running out of gas here. But that's the gist of it.
| look forward to working wwth CDRH and as far as ny
col | eague says here "Ask not what you can do for your
country but what your country could do for you."
That's it.

Vell, we're a software author. Ve wite
software all the tine. If you need software to help
us to submt these reports to you, we'll wite it for
nothing. W'll wite it quickly. [I'm serious. Wat
do you want us to do? W'Il do it. No problem M
partner, Patrick Mrphy, spent a year and a half of
his life working on the docunment that FAA uses. Ve
are serious about |aser safety because it's our
busi ness. If lasers bring down planes, guess who
that's bad for? Utimately, it's bad for us. So

we've very serious about this. W look forward to
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these kind of collaborations, training prograns,
whatever it takes. You tell us what you want. W'l
make it happen.

FACI LI TATOR LESLIE: Good. Thank vyou.
Dr. Sandra Read. H.

DR READ: Thank you. I"m here to talk
about a much nore serious side of this commttee.
W've had so much fun listening to the |aser talks
But 1'mhere to talk to you about the industry of the
tanning industry. I am a dermatologist and |I'm here
to talk to you about the darker side of tanning.

Thank you for allowing ne to have the
opportunity to be here today and to speak to you about
sonmething that's of great inportance to ne and to all
of you and the FDA which is the continued and further
regulation of the indoor tanning equipnent. M/ nane
is Dr. Sandra Read. | currently serve as the
President of the D.C. Dernalogic Society and |I'm
speaking on behalf of the Anerican Acadeny of
Der mat ol ogy Associ ati on.

| am here to ask you to partner with the

Acadeny to protect our patients and especially our
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children from skin cancer. W ask that you do not
decrease regulation and oversight of the indoor
tanning industry. W ask you to encourage the FDA to
institute a national age I|imt to decrease the
exposure of mnors to ultraviolet radiation by tanning
sal ons.

The Acadeny of Dernmatology strongly urges
the FDA through its Radiological Health Program not
only to continue to focus on the regul ation of indoor
tanning but the Acadeny would |ike to suggest that you
increase the regulation of these devices. It is our
concern that the reorganization plan that is being
di scussed today would actually divert needed resources
fromthis m ssions.

According to 2005 and 2010 plan, the
program wll focus resources on the products and
procedures wth the highest risks to the public
including those that are affected by the greatest
nunbers of people or cause the nost severe problens.
| ndoor tanning equi prent neets all of these criteria.

HHS in 2002 declared broad spectrum

ultraviolet radiation to be a known carcinogen and
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declared that exposure to sun beds and sun lanps to
known to be a human carcinogen. It's based on
sufficient evidence of carcinogenicity fromstudies in
humans. As we are all aware, indoor tanning equi pnment
emts broad spectrumultraviolet radiation which again
as HHS has declared is a known carcinogen. HHS even
goes further in its tenth report on carcinogens to
state that epidemological studies have shown that
exposure to sun |anps and sun beds is associated with
ski n cancer.

For the majority of wusers, indoor tanning
equi pnent provides a cosnetic service, however one
that can sadly lead to serious side effects. The
| ong-term consequences  of using i ndoor t anni ng
equi pnent can lead to a lifetinme of damage to the skin
and eyes and in sone cases, even be deadly.

G ven our society's m spl aced and
destructive fascination with being tan, the use of
i ndoor tanning equipnment continues to grow and has
beconme a multi-billion dollar a year industry which is
putting nore and nore people at risk for devel oping

skin cancer, eye danmage and premature aging of the
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skin through photo danage. Wat s even nore
frightening is the increasing nunbers of preteens and
teenage users of indoor tanning equipnent which seens
to be a contributing factor in the increased nunber of
children and young adults that our nenbers are
treating for skin <cancers including the deadly
nmel anona.

As you are probably aware, nelanonma is the
nmost aggressive formof skin cancer which will lead to
death in one out of every five individuals diagnosed.
| have been in private practice in Washington D.C. for
nmore than 20 years and |'ve watched with horror in the
growing popularity of the indoor tanning use
especi ally anobng ny younger patients. In ny practice,
| have had teenagers and young adult patients wth
skin cancers and nel anomra. Sone have died. Chil dhood
mel anoma i s increasing.

Recent statistics show signi ficant
increases and this raises a red flag to dermatol ogi sts
and all the medical profession and so it should wth
t he FDA. Dr. John Strauss, a pediatric oncol ogi st at

Johns Hopkins University, coauthored a July 2005
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article in the Journal of dinical Oncology, stating
that statistics gleaned fromthe NO CyRE data show a
dramatic rise in the rate of nelanoma anong children
The variable of greater exposure to WV radiation was
listed as a factor in this increase.

Non nel anoma skin cancer is also on the
rise in our young patients. This was reported in JAVA
August 10, 2005 by Dr. Christiansen et al. Dr.
Christiansen is a dermatologic surgeon at the Mayo
Adinic who treats the nost advanced and the difficult

of the skin cancer cases. In an interview, Dr.

Christiansen al so expressed concern over the causative
associ ati on between intentional, intense, intermttent
exposure which occurs in the tanning sal on use.

That is why we are all here today to
protect our patients who are not able to protect
t hensel ves. Much like restrictions on cigarette and
al cohol consunption and access to firearns, our
culture places great inportance on protecting children
from harnful products. The Acadeny has encouraged the
FDA for many years to increase its oversight of indoor

tanning equipnment and has specifically requested a
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revision of the current warning label to state an
explicit link between W radiation and skin cancer.

Now is not the time for the FDA to | essen
its vigilance especially as nedical science and data
is revealing nore and nore about the adverse effects
of ultraviolet exposure. Now is the tinme for the FDA
to make protecting citizens fromthe dangers of indoor
tanning a priority. It is a shane that our patients
and particularly our children are dying to be
beauti ful .

For these reasons, the Acadeny strongly
urges the FDA to nmake indoor tanning regulation a top
priority of its radiological health program | thank

you for your tinme and attention.

FACI LI TATOR LESLIE: Thank vyou. Li sa
Cor onado.

M5. CORONADO I think I'Il follow her
| ead. Good afternoon. M/ nane is Lisa Coronado. [|I'm

a Senior Health Physicist at the National Institute of
Heal t h, Bethesda, Maryl and. Today |'m speaking on
behalf of the Health Physics Society. V' re about

6, 000 nenbers strong and we are health physicists who
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are specializing in the field of radiation safety in
m nimzing dose to be as | ow as reasonably achi evabl e,
al so known as ALARA My children say |I'm Dose Buster
because our job is to bust the dose as |low as we can
go.

W are grateful to have this opportunity
to interface with the FDA and with other nenbers of
the community who are interested in the sane goals as
we are. W feel that it's inportant for the CDRH to
maintain a core group of health physicists. Ve feel
that the CDRH ought to be involved in or concerned
about the supply of qualified radiation safety
prof essionals to support the use of radiation devices.

HBS efforts in Congress and federa
agencies over the past six years have been
concentrated on raising awareness of the human capital
crisis in health physics. FDA once was a mgjor player
through a public health service fellowship programin
supporting academc wuniversity prograns for health
physi cs. It's not clear whether the PHS currently
recogni zes health physics as a discipline for officers

in the public health service.
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A few years ago, the PHS mght have
dropped it as a recognized allied health discipline
due to lack of accreditation of academc prograns. At
the NNH when | started back in 1986, our staff of 25
heal th physicists, 13 were commssion core officers.
Today there are zero. W have no nore conm ssion core
heal t h physicists at the N H

W recognize and appreciate the CDRH
stated intent to focus on the product use such as
multi-slice CT scanners as opposed to just product
devel opnent. W agree that the current concern has
shifted from quality of product developnent to the
vari ed product use.

In ternms of partnership, in terns of the
education arena, the HPS feels that we could best
dovetail our efforts in this departnent. Most of the
heal th physicists are out in the field and we interact
with all segnents of society being the schools, the
teachers, the public, the patients, the physicians,
the researchers, all segnents, all aspects. And we've
established ourselves as educators in the field of

radi ati on safety.
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Ohe of our nost popular features and
services on our HPS website is "Ask the Expert" where
menbers of the general public, students, patients wll
send questions in about how many x-rays can | have
before | glow in the dark and if | stand by the
m crowave when |'m nuking a sandw ch, how bad is that
and what if |I'm at el bow Iength. So they could be
from very innocent to very serious questions to |'ve
been di agnosed with this type of cancer. M physician
recoomends | get A, B and C Wat do you think?

So we have a canned array of professional
in health physics who diligently answer these
gquestions and research and farm them out to other
allied health care professionals if we're not equipped
to answer those. W think that we should be able to
bridge that resource and that know edge and a | ot of
peopl e know that that venue exists today that we would
bridge that with the FDA, CDRH and their terns of
public outreach and getting information out there to
the community. Thank you very much.

FAC LI TATOR LESLIE: Thank vyou. That

exhausts the list | have witten down up here. I
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guess the question now is are there others of you who

would like to nmake a comment. Goi ng once. Twi ce.
Ckay. W'll call the public coment period closed.
Al right.

Before this, | said | wanted to raise the

guestion of collaboration and it goes all the way back
to the first piece this norning. Sonebody said what
do you nean by and | think it was nonitoring. But in
this case, as this plan |ooks forward, maybe it's a
decade long plan, | don't know, but as this plan | ooks
forward and says here's sonme things that need to be
done in the future and you don't ever see a governnent
agency or actually any agency these days that does not
talk about partnering, that doesn't talk about
col l aborating with a variety of stakehol ders.

Here's no exceptions. For you in your
various roles in your various organizations, ny
guestion, and I would |ove to have people get up here
to the mcrophone and have your opinion about that,
what is collaboration? Were should the bar be set?
What constitutes satisfactory coll aboration?

It's not sufficient in ny view to sinply
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say CDRH, you provide the noney and |I'lIl show up and
that's collaboration. So you all have a stake in this
in sone form or another and | guess when you think of
your interaction with CDRH on the one hand, others of
you in the room on the other, what should we strive
for in terns of <collaboration that acknow edges
accountability where it bel ongs because sonebody spoke
to accountability? Was it vyou, Ellen? Sonebody
spoke to that and I'm not suggesting that
accountability get nove around and m spl aced.

But | think there is a working together
that cones with the concept of collaboration and |
woul d very nuch like to have those of you in the room
have a quite vocal say about that. I'd like to hear
what you think about that. Fair question? Because
we're going to get into it tonorrow to say what are
the opportunities for collaboration. This whol e plan
is built on the notion that nobody can do it all by
t hensel ves. W actually have to help each other to
get it done.

So ny question is what in your view is

satisfactory collaboration. Wat should we strive for
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in that regard? Pl ease cone. VW need for the
transcriber to get this. So have at it.

MR BALTER Steve Balter again. ["'m
going to say this personally rather than response to
an organi zation. | think the first part of
coll aboration as we saw in several of the talks is
comuni cate, communi cate, comunicate. |If we all know
what each other is doing, a lot of the rest will work
out . Budgets, authority are less flexible. W have
to know rather than worrying wth sonme of the things.
A good collaboration, call them up and ask what they
t hi nk.

FACI LI TATOR LESLIE: Good. Thank vyou.
QG hers? Elen, cone. Wile Ellen is wal king up here,
one of those points I would say is a question for the
subject and | think it may even have been you that
says that | have a workforce that's aging. They're
going to retire. Do | just ook at you and say good
to you or is there sonething el se? Please.

M5. HAARS: Ellen Haars from State of
Washi ngton. Let ne give you an exanple of what | call

col l aboration and let's use training. FDA has this
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basic radiological health training and | think the
state has a role. They should pay for the per diem
and travel expenses of the student, probably pay sone
tuition but then FDA would get the instructor, get the
setting. So it's two-sided. W' re equal partners.
It doesn't cone down from Washington D.C. this is the
way it is. They work together.

FACI LI TATOR LESLI E: Good. Thank vyou.
O hers? Pl ease.

MR BRI TAI N Bob Britain wth NEVA
Col | aboration is sort of an interesting issue when you
have the regulator and the regulatee. Qovi ousl y
manufacturers would like to collaborate on issues with
t he governnent and nedi cal associations if the result
of that collaboration will or mght inpact the design
of the equipnent, standards associated wth the
equi pnent and this is not an easy issue because of the
arnms length situation between regulators and industry
but it's sonmething that has to be worked through.

"1l give you a good exanple and that is
in many cases we work very closely with the Anerican

Col | ege of Radi ol ogy. But with their accreditation

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

229

program it was a real arns length situation and we
were set aside as far as being invited in to help them
with their accreditation program which could inpact
equi pnent and the way it's neasured. So that's a good
exanpl e.

W worked through a couple of situations
with MR where we were able to get in after the fact
and do sone inprovenents. Anyway, | just wanted to
throw that on the table that collaboration isn't
al ways easy although we really want it.

FACI LI TATOR LESLI E: Cool . Thank vyou.
WIIliam

MR  BENNER You know one of the ideas
when | hear the word collaboration within our industry
what it nmeans to ne is that we would participate in
hel pi ng CDRH acconplish their goals. Like for exanple
if CORH said we would trade this for sone increase in
training, training is sonmething that we do on a
regular basis. It's sonmething we're set up to do. W
could do very easily putting together a training
program things |ike that.

One of the things |I'mthinking about is as
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| heard problens with the CI machi nes and dosage and
dosage neasurenent and there was a word that | don't
really understand but it conjured up in ny mnd this
dumy human that you throw into the nachine and you
ki nd of sonehow get sone kind of neasurenents off of
thi s thing.

One of the things that's going through ny
mnd as | hear each one of you and as | hear the CDRH
reaching out for <collaboration is that industry
itself, the Sienens, the GEs, the people who are
maki ng these machines could participate in helping
CDRH to acconplish their goals and al so hel pi ng peopl e
who have reduced staffs. One of the things, |'m not
sure if I'mthe only one thinking along these I|ines,
but as these staffers which are going to be retiring
soon and you're wondering where you're going to cone
up with these new staffers, that's going through ny
mnd is are there alternative ways of acconplishing
the sane things such as comng up with another way of
testing, some sort of a nore advanced dummy human that
you throw i nto the machi ne.

Thi nk about this. This may sound wacky
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but this 1is possible. My conpany acconpli shes
inpossible things all the tine. Thi nk about this.
This FedEx box cones. It's this dummy hunman. You
throw in the x-ray nmachine. It gets x-rayed. Then
you FedEx it back. Then sonebody anal yzes the data
that was experienced by the dumy human to figure out
is it too high or too |ow This is really possible.
It may sound stupid or wacky or whatever but really
this is the kind of really base level, easy to
acconplish stuff that could be happening and the
industry itself could be hel ping out wth.

| bet if you asked Sienens what's the best
way to test your x-ray machine. |In addition to com ng

up with the machine, cone up with the tester too.

Yes, they can and they' Il nore than happy to help you
guys do that. So | think that's the answer is
i ndustry participation. Sonetinmes it's really just

figuring out what the question is and you never cone
up with the good idea until you ask the question.

A while back, HP had a saying which I |ove
whi ch they've dropped and we' ve adopt ed. It said "W

never stop asking what if." So | think we all need to
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start asking "what if." What if there was a FedEx
dummy thing? It could happen.

FAC LI TATOR LESLIE: CGood. Thank you.
John.

MR VILLFORTH. Sure glad I'mretired. I
don't think I could deal with all this. | just want
to again conplinment the folks in the back of the room
from CORH (1) for being here. Could |I ask for a show
of hands of those of you who are from FDA other than
ORA or CDRH? The senior people in FDA Who's the
nmost senior person in CDRH here? Is the Center
director here? Deputy director? Does that tell you
sonet hi ng?

Ckay. This is such a big issue and |
think the Center nust be conplinented for taking the
time and putting this together and nmaking this step in
the right direction.

| think this is where collaboration
starts. It starts with the fact that the juices flow
as you hear all of these different organizations, al
of you, and | thought it was very exciting to hear the

attenpts to say hey we want to work together and
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that's wonderful. But we're down here to do two
things, this and |l eadership. This is going to be hard
to cone by. 1'Il let the other speak for itself.

| don't have an answer other than going
back to the basic Radiation Control for Health and
Safety Act. There's a lot in here if you ever go back
and read it. It's great reading. | think it's one of
the -- Seriously, for those of you in the nedical
device area and with Bob Britain aborting and going
over to nedical device programin the early days, we
used to talk about the fact that the Medical Device
Regul ation which was initiated by Congressman Pau
Rogers as was this Radiation Control for Health and
Safety Act, this is 68 and one is 76, the Device
Act, the Device Act starts out by saying that all
nmedi cal devices wll be divided into three parts:
Cass 1, Gass 2 and dass 3. If you fall in one of
those three classes, here's the sequence of events
t hat you nust do.

The Radiation Control for Health and
Safety Act | think is one of the nost beautiful pieces

of legislation because it says our job is to protect
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the public from unnecessary radiation exposure and
there's a whole bunch of tools in here that suggest
how that m ght be done. As | said earlier, the main
tool is performance standards. That's the basis of
which it was said. But there are other inportant
tools like | said, the defect, the recall provisions
and so forth.

But there's a big section here about what
could be called collaboration and working w th other
federal agencies, consult and maintain liaison wth
the Secretary of Commerce and the Secretary of Defense
and Secretary of Labor, AEC and bl ah, blah and wor ki ng
t oget her. There's also a coment in here about
pr of essi onal or gani zati ons and ot her scientific
organi zations which is another word | guess of saying
col l aboration. So there's good stuff in here. A lot
of it's discretionary and a lot of it because of this
and because of that have gotten | ost. So | hope we
can reinstate it. | hope what we're seeing here today
with the | eadership of John and the folks in the back
of the room that you're going to start in the proper

di rection.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

235

| played around with sone nunbers here.
You were tal king about training and education just to
|l et you see how things have gone down the tubes. I
wanted to share that wth you. In the Heddie (PH)
days starting after 1961, this is really ancient
history, the training grants to institutions that cane
out of what was then the Bureau of Radiol ogical
Health, and | had nothing to do with this, anmounted to
about 30 to 35 training grants to academc
institutions at the graduate |evel and about seven at
the undergraduate |evel and many of you and nmany of
the people you work with are probably the fruits of
sonme of those prograns that were funded.

Those abruptly ended in 1975 when they
went back to zero. So there is no noney com ng out of
this departnent, Health and Human Services, through
CDRH to support any kind of graduate training program
or technician training program In addition to that,
of course, there were research grants which went into
universities which helped in a way to support research
assi stantships for various projects related. So that

hel ped amplify things.
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Wth regard to the short-term training
prograns, | don't have the actual nunbers but I
remenber the statistics. Back in 1969 when | first
had the opportunity to be the Director of the Bureau
of Radiological Health that year we conducted 99 cl ass
weeks of training in all of the facilities. Training
was done at Rockville. It was done at Montgonery,
Al abama, Las Vegas and Wnchester, Massachusetts. Not
all of that was the type of radiation we're talKking
about here. A lot had to do wth environnental
radi ation. But 99 weeks. Cl asses were going on
continuously in those prograns.

Those | guess are down except for what's
being done in MXMBA essentially zero. | don't know
whether EPA is doing any thing in this. They' re not.

Ckay. But that's the problem you have to face where

again we're talking about nobney, recognition and so

forth because | think the concern of the Health
Physics Society is real and very clear. | don't know
the solution to it. | just know that this kind of a
di scussion, the fact that there will be a witten

record and an opportunity for everybody to nmake their
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points known is going to be a real step in the right
direction and | appreciate what |eadership you' ve
expressed here.

FACI LI TATOR LESLI E: G eat . Thank you,
John. One word in here in between. | would offer to
you. John said sonmething really inportant in the
sense that the | eadership piece here is a critical one
and |''mrem nded.

To illustrate let nme do this. Last week |
was actually doing a simlar sort of activity for the
President's Cancer Panel and at one point in that
neeting, one of the panel participants asked Dr.
Margaret Kripke from MD. Anderson who was one of the
panel nenbers, we were discussing this recomendation
that said the NC was supposed to create this task
force and this panel nenber said to Dr. Kripke who is
this task force. And she |ooked around the panel who
i ke you was a sel ected group of people who cared very
much about the subject and she said, "It is you."

That is true in this room You all are
the ones who care. You are the ones who saw fit to

conre and be here and be part of this. I think you
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with John and his staff share the |eadership
responsibility, John, that you so correctly point to
to make this nove forward because | think it is you
all that will do that. So please.

DR READ. Thank you. Dr. Sandra Read for
the American Acadeny of Dermatology. The FDA and the
AAD have participated and cooperated in the past in
scientific consensus conference on issues of nutual
interest such as skin cancer, Vitamn D |evels,
tanning salon and regulation and we are very grateful
for that association in the past. | think that is the
best form of collaboration is to continue to share our
experts and our scientific knowl edge and we |ook
forwmard to a future working wth this commttee.
Thank you.

FACI LI TATOR LESLIE: Cool . Thank vyou.
Anybody el se? Pl ease. The point you keep nmaking is
you have to get in the room and talk to each other.
If you don't do that, not much el se happens. You' re
on.

MR CYRE: JimCyre fromPhillips Lighting

Conpany. |'ve been listening and at the risk of going
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back to sonething elenentary | keep hearing sonething
that harkens maybe to Quality 101 which nmany tines
gets screwed up in the inplenentation as well. But
really what constitutes collaboration is (1) total
trust by the comunity of st akehol ders. The
willingness to listen and accept breaking or shifting
of paradigns, the interesting exanple of the FedEx
box, | don't know but is there other ways of doing it?

|"ve heard a |lot today about consensus
st andar ds. Anybody here ever been involved in the

devel opnent of a so-called consensus standard that

they didn't feel good about. Wll, the sanme deal
her e. | have two. But it conmes back to it's not
taking a vote and the nmajority w ns. It's finding

solutions that neet the requirenents of all of the
st akehol ders and that really | think is the challenge
here today.

FACI LI TATOR LESLIE: Cool . Thank vyou.
Anybody el se want a crack?

MR Me CORM CK: Luke MCormck wth
Custons and Border Protection again and | have a

little bit different view on this because |'m not
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really regulated by you guys. I"m an enduser and |

think maybe a little of the collaboration the way we

can get into it is the way | collaborate wth our

manuf act ur ers.

| don't know. I'm sure sone of the

manuf acturers out there saw the

paper today and

realize that we have a couple hundred mllion dollars

budgeted for non intrusive inspection equipnment this

year. | have a lot of our manufacturers who will very

willingly fly out to see us and take our suggestions

for the radiation safety that we want input into the

systens that we're going to buy.

It's that bottom

line that sonehow makes people collaborate nmuch nore

effectively.

FACI LI TATOR LESLIE: Doesn't it though?

MR MCORM CK I think maybe that's one

thing we can do is look at the end users, the nedica

community, the |aser users. CGet them involved in the

col | aboration because | have certain needs in ny non

i ntrusive inmaging. | would hate to have your

regul ations only reflect ny needs.

DoD has the need

for this type of inmaging as well and they have sone
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needs that | don't think | need. So your regulation
is going to have to be froma bunch of different users
of the sane type of equi pnment and unfortunately in NI
there aren't a lot of us that use this.

FAC LI TATOR LESLIE: G eat. Thank you.
anybody else? You know it's that old business of
finding the solution that you can all support even
though it mght not be your first choice. But it gets
to the point of if we can find a way where we can nove
it forward without winding up it's either ny way or
your way and we'll let the lawers work it out. Ckay.

Any other coments? John, do you want to say
anything about the topic | raised here before | talk
about tonorrow? Apparently yes.

DEPUTY DI RECTOR McCROHAN:  Wien invited, |
al nost al ways speak. | wanted to in particular thank
John for his coments and the woman from NH
representing the Health Physics Society. There you
are. (Ckay. | can't keep track of tinme anynore. [''m
getting too old for that. But it was two, three years
ago that | finished ny 30 years career in the Public

Health Service as a conm ssioned officer and | cane to
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the Public Health Service in part through the PHS
training fellowships which incidentally funded by
graduate career at the University of Wshington in
Seattle. So lot of little connections here.
| also wanted to react to a comment that
was nade about, | think it was by Bob Britain, the
situation in which we sonetines find ourselves where
we're held at armis length from certain devel opnents
and just reflect on the fact that back before the
advent of MXA, back at the tine when notw thstanding
| was part of FDA, a regulatory agency, | didn't know
how to spell that word and when | was nore in an
educational node and where coll aboration was what you
did every day, there were a nunber of organizations
with whom | had what | at l|east considered to be a
very productive relationship. CRCPD was certainly
one. ACR was anot her.
Then MXBA passed and then ACR applied to

the accrediting body and then they were being

regulated by us in that respect. | think it's fair to
say that that had for me a somewhat sort of chilling
effect and | think that's too bad. | don't know that
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there was a way to avoid that. But | think Bob has a
good point in terns of particularly the manufacturers
in collaboration with the regul atory agency and so on.
| think that is difficult.

On the other hand, | think FDA in this
context is worth looking at if | can put it this way
in a sonewhat schizophrenic fashion. W are certainly
a regul atory agency. W have that relationship with a
nunber of our stakehol ders. But there's a sense in
which we're another kind of an agency. W're a public
health agency and the public health is | think what
we're primarily about. That's why we engage in
regulation but it's also why we do other things.

And | think to the extent that there are
opportunities to collaborate on things which are not
of a regulatory nature, we shouldn't let our nature as
a regulatory agency get in the way of that. | say
that in particular because to the extent that we see
the public health problens that we are faced with as
being problens of wuse with the sole exception of
manmmogr aphy, we don't have a regulatory role. e

don't have the authority, the responsibility, to
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regulate the endusers and yet | think we have the
public health responsibility to try to do what we can
to provide those -endusers wth the appropriate
information, to what we can to educate, to notivate,
to challenge those people to do the best job that they
can and | think that's a mssion that we share wth
lots of you folks and | wouldn't want to see our
regulatory role get in the way of the potential for
col l aboration in those areas.

For our friends in the states who do have
the authority to regulate use, | would say what |'ve
said nore than once over our 30 year association and
that is there are certain prograns that we have that
are nonregulatory like NEXT for exanple which is the
basis for reference levels or expected values of
exposure for certain exam nations that we think ought
to be applied in a nonregul atory fashion.

| think at the sanme tinme there are things
which can be done by states as regulators of the
endusers particularly for exanpl e in nmedi ca
facilities such as requiring nedical facilities using

X-ray systenms to have a quality assurance/quality
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control programto maintain sonme form of oversight, to
have a nedical physicist alla M@BA conme in on an
annual basis and do an assessnent of not just the
machi ne but how the facility is maintaining not just
the machine but it's whole quality control program and
assuring that the exposures to their patients are
r easonabl e. And | think sort of oversight would be
very helpful but | think again there's this issue of
bal ance and how do we do that wthout creating a
barrier that may not need to exi st anongst those of us
who would otherwise be able to collaborate given the
regulatory nature as Bob was saying of sone of our
responsibilities.

| think in the training arena we'll talk
about this certainly tonorrow there's a rea
opportunity | think here to have sonme effective
col | aborati on. The days unfortunately, John, are
| ong past when HHS or whoever we were at the tine can
mount 99 weeks worth of training in a year nuch |ess
support the institutions of higher education where |
got ny advanced degree. Thank you very mnuch.

But | think that there are in the audi ence
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any nunber of people who have access to information
whi ch woul d be useful in a training environnent, have
actual training prograns and courses and so on and so
forth. | think what's called for is bringing that to
bear on the training if you want to think of it in
those terns of the public, of endusers and regul ators
because | think it's in the bottomline vested
interest of the regulated community to see to it that
t he regul ators know what they're doing.

If you have a regulator cone into your
facility, into your manufacturing plant, who is not
well versed in the topical area that they have to dea
with, I think youll find that they're going to do a
ot nore harm than good. So I think that it is in
everyone's interest that we be as smart as we can be.

| think that the states would agree and I'l| leave it
at that until tonorrow

FACI LI TATOR LESLI E: kay. Let ne talk a
little bit about tonorrow and then we'll get out of
here. On your nane tag, you will see a nunber. That
nunber is to be the starting group you'll go to

tonorrow once we | aunch out of there. The intention
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of tonorrow is take the three new areas of intent in
this CDRH plan of standards, nonitoring and educati on,
set up essentially round-robin groups and allow each
of you the opportunity to go to each one of those for
about an hour and have your say.

Now when we originally conceived this
nmeeting, | nust say we truthfully envisioned that
probably 50 people would find this interesting. So we
were envisioning the groups would be a little smaller
than we're turning to be. So there will be a little
bit of cooperating with each other tonorrow so that
everybody gets to have their say.

But what we're really wanting you to do is
in each of those areas with our folks in the roomtalk
to the pieces that are these. What are the issues
| ooki ng ahead that have to be solved with regard to
standards, nonitoring, education? Wat should be the

priorities over the next couple of years? You know

it's this limted noney and energy thing. | only got
X anmount of folks. | only got X anmount of noney. And
| can't do it all. What should we put real nuscle

behi nd knowi ng that that neant sonething else didn't
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get quite as much? Your view of what those priorities
ought to be wll be wvery inportant and very
interesting to hear

Then the third piece is the thing that
we've just been talking about. Wat are the
opportunities to collaborate that you see? [|'m hoping
you actually see sonme rather specific things so that
you can say "Hey, you and ne. Let's get together and
work up a piece of X and do this with it." |'m hoping
some things cone out of that |ike that. But bottom
line, it's what are the things that have to get solved
going forward to nake this thing nove, to head in the
direction to benefit the public health, the thing that
you'll in this roomfor. And then the priorities and
then the opportunities to coll aborate.

So what we're wanting to do tonobrrow is
cycle through giving you an opportunity to be in each
of those groups and then conme back in here, hear what
the thenes out of those groups were before you |eave
because those will be we have facilitators for each of
those groups. We'Ill having sonebody working a |aptop

to try to nmake sone sense out of all that and out each
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of those, |I'm expecting you to see five, ten, fifteen
item list that says these are the things said nost
of t en. These are the thenes that canme out of the
days' discussions on standards, on nonitoring, on
education. It may surprise all of us what cones back
out of that because you'll see it as you go around.

There is a piece on the schedul e tonorrow
afternoon that's 3:15 p.m which | think John and |11
be up here in front of room and it's called open
di scussion and it's for this. W're asking you to
spend nost of the day focusing on those three areas.
There may be sone other things you think we ought to
be tal king about. There may be sone other things you
think are inportant and that will be the opportunity
to get that on the table because if it's not be said
and it needs to be said, we want to hear it because it
will then provide the basis, all of this provide the
basis, so how do we nove this thing forward.

Deals will get nmake later. Plans will get
made and talked about Ilater and work structured
because what's that old line about ultimately it al

evolves into hard work. Al of this conversation is
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terrific but sooner or |ater sonebody had better do
sonething or it's just been a nice talk. W have to
get to that but that's a little down the road.

What I'menvisioning is we'll cone in here
t onorr ow nor ni ng. W'll bang the gavel at 8:30 a.m
| think the coffee is ready at 7:45 a.m earlier.
Cof fee and the continental breakfast wll be there as
this norning. W'll get going and ['lIl get you
| aunched out of here into these groups fairly quickly
and we'll spend the day doing that. | think you'll
find tonorrow different than today and 1'Il hope
you'll find it a very good day.

Anything before we draw it to a close and
hopefully adjourn in here and have a glass of iced
tea, a cup of coffee or sonething else? Anything?
Cool . See you in the norning and if you can have a
drink of sonething, please do. Thank you for a good
day.

(Whereupon, at 4:13 p.m, the above-

entitled matter concl uded.)
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